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MEDICARE DRUG REIMBURSEMENTS: A BRO- 
KEN SYSTEM FOR PATIENTS AND TAX- 
PAYERS 


FRIDAY, SEPTEMBER 21, 2001 

House of Representatives, 

Committee on Energy and Commerce, 

Subcommittees on Health, 
and Oversight and Investigations, 

Washington, DC. 

The subcommittees met, pursuant to notice, at 9:40 a.m., in room 
2123, Rayburn House Office Building, Hon. Michael Bilirakis and 
Hon. James C. Greenwood presiding. 

Members present Subcommittee on Health: Representatives Bili- 
rakis, Barton, Upton, Greenwood, Burr, Ganske, Norwood, Bryant, 
Buyer, Pitts, Tauzin (ex officio), Brown, Barrett, Capps, Hall, 
Pallone, Deutsch, Stupak, Engel, and Green. 

Members present Subcommittee on Oversight and Investigations: 
Greenwood, Bilirakis, Stearns, Gillmor, Largent, Burr, Bass, Tau- 
zin (ex officio), Deutsch, and Stupak. 

Staff present: Chuck Clapton, majority counsel; Yong Choe, legis- 
lative clerk; and Edith Holleman, minority counsel. 

Mr. Greenwood. Good morning. This joint hearing of the Energy 
and Commerce Committee’s Subcommittees on Oversight and In- 
vestigation and Health will now come to order. Before we proceed 
with the members’ opening statements, Mr. Bilirakis and I would 
like to make a few remarks. 

Among the thousands of lives so hideously taken from us on Sep- 
tember 11 was that of Lisa Raines. Lisa Raines was the senior vice 
president of government relations for Genzyme Corporation. Those 
of you who knew her know she was a giant in the biotech and 
pharmaceutical industry for at least the past 15 years and a friend 
to many. Her memorial service is scheduled for 11 o’clock this 
morning, and for that reason these subcommittees considered very 
seriously postponing once again this hearing. We wish we could 
have done that. 

By the conclusion of this hearing, I think it will be apparent to 
all the urgency to fix this broken AWP system. Given the fact that 
we have only about 4 weeks for session for this year, we concluded 
that it was impossible, particularly given next week’s short sched- 
ule, to postpone this hearing once again. We regret we had to make 
that decision because we know there were many who would like to 
be here, but also felt their priority was to be at the memorial serv- 
ice. 


(l) 
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Having said that, I would like to recognize Chairman Bilirakis 
for his comments. 

Mr. Bilirakis. Thank you, Mr. Chairman. 

On September 11 of this year, American’s calm was shattered by 
a horrendous act of terrorism that will long be remembered. Our 
thoughts and prayers are with those whose lives have been forever 
altered by this tragedy. 

When American Airlines flight 77 went down, the health commu- 
nity lost a dear friend and respected colleague, Lisa Raines. Lisa 
was a senior vice president of government relations for Genzyme 
Corporation. Lisa had worked closely and often with the Energy 
and Commerce Committee through the years, working to enact the 
Drug Export Amendments Act of 1986, the prescription drug user 
fee, PDUFA, the FDA Export Reform and Enhancements Act of 
1996, and the Food and Drug Administration Monitorization Act, 
or FDAMA. 

A vital member of the Washington biotechnology and pharma- 
ceutical community, Lisa previously worked for the Industrial Bio- 
technology Association, now BIO, and the Congressional Office of 
Technology Assessment. Lisa’s expertise and insight as well as her 
bright personality and charm will be missed by this committee, the 
Congress and the health community. I think the publication Bio- 
Century said it best when it said Lisa was as much a fixture of the 
biotech industry as a double helix, and it is hard to comprehend 
that she is gone. She leaves a hole in the industry’s relationship 
with the outside world that will be difficult to fill. 

I join with the chairman and members of this committee as we 
offer our condolences and prayers to Lisa’s family and friends. 
Please join us in a moment of silence in honor of Lisa Raines. 

[The prepared statement of Hon. Michael Bilirakis follows:] 

Prepared Statement of Hon. Michael Bilirakis, Chairman, Subcommittee on 

Health 

I’d like to thank Chairman Greenwood for joining me today to examine the issues 
surrounding the current system for Medicare drug reimbursement. The Health Sub- 
committee has spent a considerable amount of time in this Congress examining how 
best to add a comprehensive prescription drug benefit to the Medicare program. 
This hearing builds off of work we began in the last Congress where we examined 
the reimbursements for the limited drug coverage currently available in the Medi- 
care program. 

I’d like to welcome and thank all of the witnesses, including Tom Scully from 
CMS and Bill Scanlon from GAO. We rely often on these government officials and 
their offices for factual information and detailed analysis, thank you for coming 
today. I’d also like to welcome Mr. Zachary Bentley from my home state of Florida. 
I know that your testimony, and that of all the witnesses, will help inform the Com- 
mittee and the public about the issues regarding Medicare’s current reimbursements 
to health care providers for certain drugs used to treat patients. 

The Medicare program currently provides coverage for a small number of drugs, 
limited principally to those that are administered incident to a physician’s treat- 
ment or in conjunction with covered durable medical equipment, such as inhalation 
drugs used with a nebulizer. Since at least 1992, Medicare has determined the ap- 
propriate reimbursement price for these covered drugs by referring to an industry 
trade publication known as the Red Book, which lists what manufacturers purport 
to be the Average Wholesale Price for their drugs. Since 1997, providers who admin- 
ister these drugs to Medicare beneficiaries have been reimbursed for their cost at 
prices equal to Average Wholesale Price (AWP) minus five percent. Of this set 
amount, Medicare Part B covers 80 percent, while Medicare beneficiaries can be re- 
quired to pay the remaining 20 percent as a co-payment. Today’s hearing will exam- 
ine how Medicare’s current reimbursement system, for the relatively few drugs that 
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are covered, is costing beneficiaries and taxpayers more than is necessary and may 
be having an adverse impact on the health of some of our most vulnerable citizens. 

I recently toured a Clearwater oncology center in my Florida district and I can 
tell you what great work oncologists do and how important their work is to so many 
Americans. At the request of my constituent Dr. Marcos Joppert I would like to 
admit this white paper on oncology payments into the record. 

This will prove to be a lengthy hearing and thus I will limit my opening state- 
ment so that we may get to the important testimony of the witnesses — who I again 
thank for their effort and cooperation. 

Mr. Greenwood. Thank you, Chairman Bilirakis, for your com- 
ments. As the President said, let us get back to work. 

Let me begin by thanking all of the witnesses who have agreed 
to testify today at today’s hearing. Your testimony will shed light 
on an insidious problem about how the Medicare program reim- 
burses health care providers for certain drugs used to treat very 
sick patients. Today’s hearing, which is a culmination of years of 
investigative and audit work performed by subcommittee staff and 
the witnesses from our first panel, will examine how Medicare’s re- 
imbursement system for the relatively few drugs currently covered 
by the program is costing Medicare and its beneficiaries roughly $1 
billion every year in overcharges while having an adverse impact 
on the health care of some of our most vulnerable elderly and dis- 
abled citizens. 

We will hear how the manufacturer of a chemotherapy drug like 
Vincasar sold it to health care providers for $7.50, then reported 
the price to Medicare as $740. Medicare paid the doctor almost 
$600 for the same drug, and the poor sick patient got hit up for 
another $150. 

We will also hear today from the Department of Health and 
Human Services Office of Inspector General about how many other 
overcharges result in Medicare paying more than $886 million 
every year in inflated prices for just a sample of 24 Medicare-cov- 
ered drugs reviewed by that office. The total figure for all Medi- 
care-covered drugs very likely exceeds a billion dollars each year. 

It should be noted that Medicare currently reimburses for a very 
limited number of drugs, chemotherapy agents, blood-clotting fac- 
tors used to treat hemophilia and inhalant drugs used to treat res- 
piratory diseases, the total cost of which is approximately $4 billion 
a year. A billion dollars of taxpayer dollars is wasted every year 
in this program because under current Federal law and regula- 
tions, Medicare is paying for drugs at AWP. AWP, or average 
wholesale price, could also be an acronym for “ain’t what’s paid.” 
It is quite clear that despite its name, AWP is not the average 
wholesale price at which these drugs are sold to health care pro- 
viders or anything close to it. To the contrary, it appears that for 
many of these drugs, AWP is simply an artificial price established 
by certain drug manufacturers and reported to industry trade pub- 
lications for purposes of third-party reimbursement, a price which 
bears little, if any, relationship to what is actually paid for these 
drugs by health care providers. 

Before we go further, however, let us be clear about one thing. 
Most drug companies establish AWPs that are, in fact, fairly reli- 
able indicators of average wholesale prices, but in those instances 
where they do not, the difference between what providers actually 
pay and what Medicare reimburses results in what is commonly re- 
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ferred to as a spread, an unwarranted profit pocketed by the health 
care provider each time he or she utilizes that particular drug. We 
will see evidence today demonstrating how some drug manufactur- 
ers have manipulated the reported AWPs and thus the spreads on 
their drugs in order to create financial incentives for providers to 
use their drugs over competitors’ products. In doing so they have 
provided a financial windfall to the health care providers that en- 
ables them to sell more of their drugs. In the words of one manu- 
facturer, this is a win-win-win situation for manufacturers, whole- 
salers and health care providers. The big losers in these marketing 
ploys are the Medicare program, its elderly and disabled bene- 
ficiaries, and the American taxpayer, all of whom have to foot the 
bill for greatly inflated drug costs. 

Of even greater concern to America’s seniors than the impact of 
having to pay inflated copayments on drugs based on prices that 
are sometimes tens or hundreds of times higher than what their 
health care provider actually paid for the drugs is that they also 
may have had the quality of their health care adversely affected by 
this perverse system. We will hear how the profits available for uti- 
lizing certain drugs appear to be improperly affecting some health 
care providers’ clinical decisions, influencing them to provide un- 
necessary care and utilize drugs based on profit margins rather 
than therapeutic efficiency. 

For example, we will learn of cases in which the utilization of 
certain drugs skyrocketed without any reasonable clinical justifica- 
tion after manufacturers created large Medicare-funded financial 
windfalls to health care providers to encourage them to use their 
drugs. In one such case, and the case is on the screen there, Medi- 
care utilization and reimbursements of the inhalation drug 
ipratropium bromide used to treat respiratory diseases increased 
more that twentyfold between 1995 and 2000, from $14 million in 
1995 to more than $300 million in 2001, a time period in which the 
drug went from having no spread to having a Medicare-covered 
spread of 300 percent. 

We will also hear about how terminal cancer patients received 
aggressive courses of chemotherapy, raising questions about wheth- 
er the motivation for providing such care was the profit available 
from the use of Medicare-covered chemotherapy drugs. 

Congress has long championed the fight against cancer. We sup- 
ported increased funding for research at the National Institutes of 
Health and to improve the quality of clinical care. We fought to en- 
sure that the proper incentives exist to develop new and innovative 
drugs. To then learn of the instances in which quality of patient 
care might have been adversely affected by the financial benefits 
available to providers from utilizing certain drugs is nothing short 
of outrageous. While providers and their associations strongly de- 
nied being influenced by any such considerations, we cannot tol- 
erate a system that could leave such motivations even open to 
question. 

Providers do not generally deny that they often reap huge profits 
on the utilization of certain Medicare-covered drugs. Instead they 
argue that they currently depend on these profits in order to make 
up for other services in which Medicare under-reimburses them. 
We will hear testimony today that will confirm that like many 
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other groups of providers, these providers who administer Medi- 
care-covered drugs are not fully reimbursed for all the costs associ- 
ated with treating their patients. 

We should reimburse all providers fairly for their expenses; nev- 
ertheless a system in which the use of certain drugs can influence 
clinical medical decisions is not the answer. Life-and-death deci- 
sions about the treatment of those who suffer from the scourge of 
cancer should be governed exclusively by a concern for the patient 
and not the margin of profit. 

When this hearing is over, my colleagues and I will work with 
this new administration as well as providers and drug companies 
to scrap this flawed system. We will need to develop a solution that 
results in Medicare paying prices for drugs that are closer to the 
actual prices paid by health care providers. Similarly we will need 
to take steps to ensure that health care providers are sufficiently 
reimbursed for all of their services so that the quality of care they 
provide to the Medicare patients is not diminished by changes 
made to the drug reimbursement system. 

I look forward to hearing from CMS Administrator Scully today 
about what steps his agency can be directed to take to guarantee 
that this scandal is resolved as quickly as and effectively as pos- 
sible. In these new and perilous times when our Nation and our 
people may be called upon to make great personal and financial 
sacrifices in the defense of our country, Congress has the heavy 
burden of making sure that every available resource is used wisely, 
and if we hope to find a way to pay for an expanded Medicare drug 
benefit that will assist seniors to purchase prescription drugs even 
as we take on a renewed and determined defense of our homeland, 
these abuses cannot be tolerated. 

If we are going to provide Medicare beneficiaries with a com- 
prehensive prescription drug benefit, and we must, we have to stop 
wasting billions of dollars on the existing program. We will need 
every Medicare dollar we can find. In addition, our efforts to re- 
solve this problem will hopefully serve as an example for those 
State Medicaid problems and other third-party payers who face 
similar issues in their reimbursements for the costs of drugs. This 
in turn could result in billions of additional dollars in taxpayers’ 
savings beyond those amounts that were discussed above applica- 
ble only to Medicare. 

There is one more important lesson in all of this. Government- 
run programs such as this, which escape the rigors and discipline 
of the marketplace, inevitably end as expensive failures. It is only 
by forming an honest partnership between Government and private 
sector that we can hope to build a new and better Medicare pro- 
gram on a sound financial footing. 

Again, I wish to extend my thanks to all of the witnesses who 
agreed to appear at today’s hearing to inform us about this serious 
problem. While I am disappointed that the invited drug manufac- 
turers declined to testify today about these practices and how the 
system could be reformed, I am nonetheless committed to moving 
forward on this issue in a positive and productive manner with all 
parties so that we can fix this system quickly and protect America’s 
Medicare beneficiaries from further financial and personal harm. 
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The Chair yields 5 minutes to the ranking member of the Over- 
sight and Investigations Subcommittee, Mr. Deutsch. 

Mr. Deutsch. Thank you, Mr. Chairman. Thank you also for 
your opening comments. I think for any of us not to mention Sep- 
tember 11 would be a mistake. This is, I know, my first hearing 
since then, and I think for all of us on this dais, and America and 
the world changed on September 11, and even our work here in a 
sense has changed. I think if we do everything we do in our lives, 
I think all Americans do everything they do a little bit differently, 
in fact maybe a lot differently than — after September 11. 

Let me mention three things and summarize an opening state- 
ment. The three things in terms of the issue in front of us that are 
most disconcerting, the first issue is there appears to be some evi- 
dence, and I hope it is developed in the course of the hearing, that 
some manufacturers, by increasing the spread on the average 
wholesale price, have encouraged physicians to actually do substi- 
tutions on medication. That is obviously incredibly disserving from 
best medical practices to best financial incentives for that indi- 
vidual position or office, and that is obviously a system which is 
fundamentally broken. 

The second issue, which again is a very disconcerting issue, is 
that for Medicare beneficiaries, as most people are aware, their co- 
payments are based upon Medicare reimbursements, not on the re- 
imbursement that the physician is paying for the drug. So there 
apparently, again, the testimony, I think, will be brought out dur- 
ing the course of this hearing cases, and apparently many cases, 
where the 20 percent copayment is, in fact, more than the physi- 
cian actually paid for the drug, and obviously the situation of Medi- 
care beneficiaries, that is an absolutely absurd situation. 

As we develop this — and this is part of the problem, and I am 
looking forward to testimony about this as well — is we have a situ- 
ation where we have a reimbursement system which I don’t think 
anyone can honestly defend in terms of the average wholesale 
price, but I think we also have a reimbursement system on the 
physicians’ side that is hard to defend as well. Obviously these two 
things are related. I guess there is debate about how related they 
actually are, but I think that we need to acknowledge that, and we 
need to do our part in terms of fixing it. 

I have a lengthy statement, which I think at this point, based on 
the time, I would rather submit for the record. So I will submit 
that for the record as well as Mr. Dingell has a statement and the 
chairman of the Ways and Means Committee, Mr. Stark, also has 
a statement that they were going to submit for the record as well. 

[The prepared statement of Hon. Peter Deutsch follows:] 

Prepared Statement of Hon. Peter Deutsch, a Representative in Congress 
from the State of Florida 

Thank you, Mr. Chairman, for holding this very important and long overdue hear- 
ing. For many years, the Inspector General of the Department of Health and 
Human Services — like a voice crying in the wilderness — has been issuing reports 
telling the Department and the Congress that the taxpayers were being gouged for 
drug payments under both the Medicaid and the Medicare programs. These federal 
programs were paying providers the published Average Wholesale Price or AWP for 
prescription drugs which was, in truth, far more than the drug manufacturers were 
charging them. The program now has spun so far out of control that the annual 
overpayments may be as high as $1.9 billion. We will hear testimony today of a 
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scheme where doctors prescribing drugs to be administered in patients’ homes want- 
ed a kickback from the infusion companies based on the AWP spread over actual 
cost. The Justice Department and numerous states have been investigating this sit- 
uation, and hundreds of millions of dollars have been recovered. 

Only Congress and the reimbursing agency have been silent. In fact, we — particu- 
larly those on the other side of the aisle who are concerned about anything that they 
think might resemble setting prices — have stopped almost every reform effort. We 
must take steps now to eliminate this abuse. 

Over the years, Medicaid at both the federal and state levels has been able to get 
a 15 percent discount from the AWP plus a rebate from the manufacturer that can 
reach up to anotherl5 percent based on the reported Average Manufacturers Price 
or AMP. But drug manufacturers, the Medicare carriers, the Centers for Medicare 
and Medicaid Services (CMS) and its predecessor, the Health Care Financing Ad- 
ministration, or HCFA, the Congress and the providers have all combined to estab- 
lish, further and abuse the fraudulent Medicare drug reimbursement system. The 
drug companies — who, Mr. Chairman, are notable by their absence at this hearing 
since they were , I believe, the instigators of this scheme — reported artificial and 
false Average Wholesale Prices to the public for reimbursement purposes while at 
the same time not one of their customers was paying those prices. 

The Medicare carriers paid those prices and failed their responsibility to assure 
that actual drug prices were being paid. HCFA tried to reform the system, but often 
gave up because of provider objections. Congress and the Executive branch also 
aborted HCFA’s reform attempts by citing the Paperwork Reduction Act and requir- 
ing reports from the General Accounting Office before any changes could be made. 
The reports we are receiving today are the most recent mandated by Congress in 
place of real action. 

As we will hear in testimony today and is verified by the documents to be placed 
into the record, the pricing abuses have reached the point at which drug manufac- 
turers use the “spread” between the AWP and the actual price paid as a marketing 
tool to sell their products. Not only does the taxpayer get gouged; so does the Medi- 
care beneficiary who is required to pay 20 percent of the total cost of the drug. A 
chart prepared by one of the witnesses provides nine examples in which the 20 per- 
cent copayment covered the entire cost of the drug to the provider. A breast cancer 
treatment costs the provider $450; it charges Medicare $1,359. The co-pay is $272; 
the profit is $909. 

Some of the providers of out-patient drug treatment that we will hear from today 
will say that they are using these excessive payments to cover their treatment costs 
in other areas. They allege that they will not be able to continue providing service 
if this is not remedied. If that is true, their arguments and those of other speciali- 
ties suffering from similar under payments should be documented and presented to 
CMS. However, there is a pilot Medicare drug program in Texas underway in which 
competitive drug pricing is used. The costs are down, and there is no evidence of 
the withdrawal of any providers. We must also remember that the General Account- 
ing Office has found a number of times that there is little or no evidence of under- 
reimbursement of providers under either Medicare or Medicaid. 

Mr. Chairman, I look forward to hearing from these witnesses. 

Mr. Greenwood. Without objection, all members’ opening state- 
ments will be submitted for the record. 

The Chair recognizes the chairman of the full committee, the 
gentleman from Louisiana, Mr. Tauzin. 

Chairman Tauzin. Thank you, Mr. Chairman. 

Mr. Chairman, I, too, want to thank you for the moment of si- 
lence for the recognition of Lisa Raines and the loss of so many 
friends across America, but also your determination to move for- 
ward with this important hearing, and I want to congratulate the 
staff who worked with you to develop this hearing, which I believe 
will highlight one of the most important abuses within the Medi- 
care system that this committee has ever uncovered. 

What you will see today is a situation that has turned Adam 
Smith on his head; a situation which, because of the system in 
which we reimburse physicians for the cost of certain drugs par- 
ticularly in chemotherapy and inhalants and several other cat- 
egories, but the Government of the United States is paying in some 
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cases many times the price that the physician is actually buying 
the drugs for. Worse than that, worse than this loss of billions of 
dollars of Medicare dollars that taxpayers put up to make sure that 
our mothers and fathers and grandmothers and grandfathers and 
all our relatives are properly cared for in the Medicare health sys- 
tem and in the Medicaid system, by the way, worse than this loss 
of the funds that are critical to sustain the program is the fact that 
the patients, those loved ones we protect under this system, are 
being required under this system to put up not 20 percent of the 
cost of the drugs to the doctor, but in one case — and I have a chart 
I want to show you up there, the Medicare 20 percent copay 
chart — in one case with a drug called Doxorubicin, the patient is 
putting up not 20 percent, but 200 percent of the cost. The patient 
who is supposed to put up 20 percent is putting up 200 percent of 
the true cost of the drug. 

Look at the drug etoposide. In that case the patient is putting 
up not 20 percent, but 300 percent of the cost, triple the cost the 
doctor spends on the drug. The poor Medicare patient ends up tri- 
pling his contribution for the total cost of that drug instead of put- 
ting up just one-fifth of the cost. 

Look at the drug Leucovorin. It sounds like a character in The 
Godfather, maybe properly named. In that case the Medicare pa- 
tient is putting up 500 percent of the cost of the Medicare drug as 
a copay. 

Look at the column of the Florida Medicare allowable. Look at 
what the doctor is getting back from the Medicare system in Flor- 
ida for those three drugs. The doctor is paying for Leucovorin $1.25 
for 50 milligrams, and the patient is putting up $7.09, and the 
Medicare system is paying the doctor up to $35.47. That is the 
spread we have been talking about. The spread between the real 
cost of the physician and the cost the Medicare system is paying 
for the drug, and perhaps the copay cost the poor patient has to 
put up, in some cases as high as 500 percent of the real cost of the 
drug to the doctor. How can we tolerate such a system any longer? 

Mr. Chairman, I really appreciate your uncovering this and al- 
lowing this hearing literally to go forward when I know most peo- 
ple are concerned about us getting back to work too fast. We have 
got to get to work on this one fast. Not only does this rob the 
Treasury and the Medicare fund of billions of dollars that should 
not be paid because they are not the average wholesale prices, they 
are some kind of awful artificial wholesale price, but, again, it 
turns Adam Smith on his head. 

Think about this with me for a second. We introduced generic 
drugs into the system to create competition. Do you know what 
happens to the system when a generic drug comes into play? Evi- 
dence we have that we will develop today indicates that when a ge- 
neric drug comes into competition with a patent drug finally, the 
price doesn’t come down. The price goes up because both of the 
drug companies understand that if they are going to sell that drug 
to the doctor, they have got to give them a bigger spread. So they 
are in competition to give them a bigger spread, and they both post 
higher and higher artificial wholesale prices to the Medicare sys- 
tem. 
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It is a game that turns ordinary economics on its head. As com- 
petition comes into the field, prices go up not only to the govern- 
ment, but to the poor patient who has to pay not 20 percent, but 
300, 400, 500 percent of the cost of the drug. It is a rotten system. 

And, Mr. Chairman, perhaps the most pernicious part of it all is 
the evidence you uncovered with our staff that indicates that — at 
least some evidence that in some cases chemotherapy may be 
dumped into patients in the last 3 years of life because there is so 
much profit to be made. There is so much profit to be made on 
some of these drugs, when that chemotherapy just literally rips up 
bodies and the welfare of those patients in the last 3 months of 
their life, maybe chemotherapy that might not be needed. Maybe 
drugs are being substituted when a better drug is available be- 
cause the drug substituted has a better kickback, if you will. 

Now it is time the system be reformed, Mr. Chairman. I want to 
thank you and the staff for uncovering it as much as you have. If 
there was one thing certain about this, it is that the responsibility 
lies in this Congress to straighten it out. We permitted this to hap- 
pen. We have got to straighten it out. And I have asked you to do 
one thing before you went forward with this hearing, and that was 
to be prepared to straighten it out; not just to talk about it, not 
just to make Americans understand how rotten the system is and 
how all the players in it hate it as much as I hope we all do now, 
because we are all forced to play this ugly game with one another, 
but more importantly you are prepared to cure it. You and Mr. Bili- 
rakis, the chairman of our Health Subcommittee, are prepared to 
offer solutions not next year, but immediately, and I think every 
patient in America who is getting skinned by this system to the 
tune of 500 percent of the real cost of the drug when they ought 
to be paying one-fifth of it, I think they will thank you today for 
doing the Nation a real favor by getting rid of a system that robs 
the American taxpayer, the Medicare system, corrupts the system, 
deprives patients of their critical dollars at a time most needed, 
and in some cases may encourage the few, I hope, unscrupulous 
people to improperly medicate people in their worst hours, in their 
last final hours on this Earth. 

I yield back the balance of my time. 

[The prepared statement of Hon. W. J. “Billy” Tauzin follows:] 

Prepared Statement of Hon. W. J. “Billy” Tauzin, Chairman, Committee on 
Energy and Commerce 

Let me begin by thanking Subcommittee Chairmen Greenwood and Bilirakis for 
holding this joint hearing today. I appreciate their efforts to highlight the problems 
that this Committee has uncovered concerning Medicare drug prices. I sincerely 
hope that, by holding this hearing, we can begin the process of fixing these prob- 
lems. 

As Chairman Greenwood has pointed out, the Committee has uncovered dis- 
turbing evidence that Medicare may be wasting over one billion dollars a year, pay- 
ing unnecessarily inflated prices for drugs. This intolerable situation not only affects 
the finances of the Medicare program and the American taxpayer, but also directly 
impacts the finances of America’s Medicare beneficiaries. 

We all have parents, grandparents, friends, or neighbors who depend on Medicare 
to help them pay for the small number of drugs that Medicare currently covers. It 
is unacceptable that — because of the government’s ineptitude in the way it pays for 
these drugs — our loved ones are being forced to pay inflated co-payments for their 
chemotherapy drugs to cure their cancers, inhalation drugs to treat their respiratory 
diseases, and antibiotics to treat their infections. 
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The Inspector General’s Office at the Department of Health and Human Services 
recently prepared a report for me that shows how, last year alone, Medicare bene- 
ficiaries paid an extra one hundred and seventy seven million dollars in co-payments 
due to inflated reimbursements for Medicare-covered drugs. For example, this 
means that cancer patients are paying an extra $6.56 for each dose of Doxorubicin, 
and an extra $3.01 for each dose of Leucovorin Calcium. These costs quickly add 
up in treatment regimens requiring multiple doses, and often can make an enor- 
mous difference for somebody living on a fixed-income. 

Of even greater concern to me is the evidence uncovered by the Committee indi- 
cating that these overpayments to health care providers may be affecting the quality 
of care received by Medicare patients. Patients may not be receiving the most clini- 
cally effective treatments, due at least in part to the perverse incentives of the 
Medicare reimbursement system. The Committee has learned of instances in which 
the Medicare reimbursement “spreads” on certain older, less clinically effective 
drugs were so large that drug manufacturers were unable to successfully market im- 
proved, more clinically effective drugs to health care providers. 

The Committee also has learned that some patients may be receiving unnecessary 
medical therapies — again due at least in part to the excessive reimbursements avail- 
able to health care providers for use of certain drugs. Given the powerful effects that 
these drugs can have on patients, we must ensure that no patient receives a par- 
ticular drug regimen for any reason other than to provide the best clinical care. 

Medicare’s broken reimbursement system also turns Adam Smith’s conception of 
market competition on its head. Only under Medicare could a drug manufacturer 
raise its prices, or at least the ones it reports for purposes of government reimburse- 
ment, to increase sales. The Committee has uncovered evidence that at least one 
manufacturer has done exactly this. Upon learning that a competitor raised its re- 
ported Average Wholesale Price and thus its Medicare reimbursement spread, this 
manufacturer responded promptly in the same fashion, noting how simple it was to 
change its AWP — something that could be done overnight — in order to maintain 
sales. 

Here’s another example of this crazy AWP system at work: an internal drug man- 
ufacturer document from 1994 discusses the consequences of increasing the spread 
on one of its top drugs, quote, “in order to increase the amount of Medicaid reim- 
bursement for clinical oncology practices.” In a particularly blunt assessment, the 
author notes with irony how, quote, “on the surface, it seems that in response to 
the entrance of a competitor in the market, Glaxo has actually raised its price on 
Zofran — perhaps twice in one year.” The memo goes on to ask: “How do we explain 
a single 9% increase in the AWP? What arguments can we make to explain to con- 
gressional watchdogs that we are cost-shifting at the expense of government?” De- 
spite recognizing the troubling issues raised by such a pricing strategy, Glaxo suc- 
cumbed to the system anyway, raising its Zofran AWP two months later, while actu- 
ally lowering the real costs of the drug to providers. 

Medicare also distorts the benefits of the generic drug market. Generic drugs hold 
the potential to decrease pharmaceutical costs dramatically, through price competi- 
tion with brand-name drugs. Under Medicare, however, the Committee has uncov- 
ered situations in which some generic manufacturers competed for market share by 
raising the prices they reported to the government — thus increasing costs to tax- 
payers and patients — while actually selling the drugs to providers at steep dis- 
counts. 

Today’s hearing will highlight these abuses. It is my hope that, by bringing this 
information to the attention of Congress and the American public, we can build sup- 
port for reforming the currently flawed Medicare drug reimbursement system. 
Chairmen Greenwood and Bilirakis should be commended for their role in this ef- 
fort, and I look forward to working with them and all the Members of this Com- 
mittee in solving this problem. I believe that Medicare’s beneficiaries and America’s 
taxpayers deserve no less. 

Mr. Greenwood. I thank the gentleman for his comments and 
cooperation and support in this project and inform the chairman 
that it is our intent to have legislation included in an omnibus — 
whatever omnibus appropriations bill is finally adopted by the Con- 
gress that will fix this system soon. 

The statement of the ranking member of the full committee has 
been entered into the record, and with that the chairman then 
turns to the ranking member of the Health Subcommittee for 5 
minutes. 
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Mr. Brown. I thank the chairman. I thank both Chairman Bili- 
rakis and Chairman Greenwood for holding these hearings. 

A recent poll conducted by Pew Research Center told us that 
Americans are finding it difficult to reengage in their daily lives 
after the heart-breaking events of last week. We certainly didn’t 
need a poll to tell us that. I think most people in this room are 
struggling, as all of us up here are, to regain our footing and return 
to their lives despite the anger and sense of loss that has paralyzed 
in some sense many of us. But I think most of us also feel it is time 
to get back to work. 

Staggering prescription drug costs are still pushing retirees deep- 
er into poverty. Forty-four million Americans are still uninsured, 
and that number pretty clearly is rising. The uncertain economic 
climate makes it more important than ever to fortify the Nation’s 
core public programs, Medicare, Social Security, Medicaid, our pub- 
lic health infrastructure. 

Our job today is to look at some shady dealings between drug 
companies and the Medicare program. The Medicare program and 
Medicare beneficiaries are being scammed to the tune of $800 mil- 
lion annually. Some drug companies mark up their prices before re- 
porting those prices to Medicare. What do the drug companies gain 
from this deception? They gain a higher volume of sales. What do 
doctors gain from this? They gain a healthy margin in the drugs 
they administer to Medicare beneficiaries. What do Medicare bene- 
ficiaries gain? They gain significantly higher out-of-pocket cost 
when the copayment is artificially inflated. Medicare pays more 
than it should, Medicare beneficiaries pay more than they should, 
and doctors not only receive higher reimbursements than they 
should, they have an incentive to overtreat patients. There is evi- 
dence that a few doctors actually take the bait and administer 
more medication than is necessary. 

When you think about the type of drugs Medicare currently cov- 
ers, chemotherapy, immunosuppressives, respiratory therapy 
drugs, other medications for serious, serious illness, it is truly dis- 
turbing to think that any doctor would compromise the Hippocratic 
oath in this manner. On the face of it, the so-called average whole- 
sale price scam looks like a textbook case of fraud, waste and 
abuse. AWP is a bit like the Holy Roman Empire we learned about 
in school. The Holy Roman Empire to be sure was not holy, and 
it wasn’t really Roman, and you could hardly call it an empire. It 
is the same with the average wholesale price. They aren’t the aver- 
age of anything, they certainly aren’t wholesale, and, in fact, they 
aren’t even prices. They are a marketing tool. 

Unfortunately in some cases the excess Medicare spending ap- 
pears to compensate for inadequate Medicare reimbursement. That 
makes the job of this subcommittee or both subcommittees and this 
committee more difficult. Not only do we have to figure out how 
much to pay for these drugs, we have to figure out how and how 
much to pay providers who are not receiving adequate reimburse- 
ment for administering these drugs. 

But there are also opportunities here. When we look at how to 
pay appropriately for this limited set of prescription drugs, we 
should also think about how to pay appropriately for all prescrip- 
tion drugs. We can tell that the prices Medicare pays are artifi- 
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cially inflated across the board, in the majority of cases are artifi- 
cially inflated, by comparing them to the prices other U.S. Pur- 
chasers, large HMOs, the VA, certain big hospitals that other U.S. 
Purchasers pay. We can tell that the drug prices that American 
consumers pay are artificially inflated by looking at the prices con- 
sumers in other countries, in other developed wealthy countries, 
pay. 

Consumers, employers, and other purchasers in the United 
States pay two, three, sometimes four times more than their coun- 
terparts in every other developed country in the world for prescrip- 
tion drugs. As a Nation we are the worst equipped to weather arti- 
ficially inflated drug prices. Every other developed country has uni- 
versal health insurance. We have 44 million uninsured individuals 
under age 65. We have 12 million Medicare beneficiaries who have 
no prescription drug coverage. 

Mr. Chairman, we have a lot of work to do. Thank you. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes for his opening statement the chairman of the Subcommittee 
on Health, Mr. Bilirakis. 

Mr. Bilirakis. Thank you, Mr. Chairman. I, too, would like to 
thank you for raising and staying with this issue surrounding this 
current system of Medicare drug reimbursement which has re- 
sulted in this joint hearing. The Health Subcommittee has spent a 
considerable amount in this Congress examining how best to add 
a comprehensive prescription drug benefit to the Medicare pro- 
gram. This hearing builds off the work that began in the last Con- 
gress where we examined the reimbursements for the limited drug 
coverage currently available in the Medicare program. 

I would like to welcome and thank our witnesses, including Tom 
Scully from CMS and Bill Scanlon from GAO. We rely on these 
government officials for factual information and detailed analyses. 
I also would like to welcome Mr. Zachary Bentley from my home 
State of Florida, the southern part, and I know your testimony, Mr. 
Bentley. All the witnesses will help inform the committee and the 
public about the issues regarding Medicare’s current reimburse- 
ments to health care providers for certain drugs used to treat pa- 
tients. 

The Medicare program currently provides coverage for a small 
number of drugs, as we know, much too small, but a small number, 
limited principally to those that are administered incident to physi- 
cians’ treatment or in conjunction with covered durable medical 
equipment such as inhalation drugs used with a nebulizer. Since 
at least 1992, Medicare has determined the appropriate reimburse- 
ment price for these covered drugs by referring to an industry 
trade publication known as the Red Book, which looks at what 
manufacturers purport to be the average wholesale price for their 
drugs. Since 1977, providers who administer these drugs to Medi- 
care beneficiaries have been reimbursed for their cost at prices 
equal to AWP, average wholesale price, minus the 5 percent. Of 
this set amount, Medicare Part B covers 80 percent — this has all 
been said, I realize — while Medicare beneficiaries can be required 
to pay the remaining 20 percent as copayment. 

Today’s hearing will examine how Medicare’s current reimburse- 
ment system for the relatively few drugs that are covered is costing 
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beneficiaries and taxpayers more than is necessary and maybe hav- 
ing an adverse impact on the health of some of our most vulnerable 
citizens. 

I recently toured, Mr. Chairman, Clearwater Oncology Center in 
my Florida district, and I am sure we are all aware of what great 
work oncologists do and how important they are to us and just to 
all Americans. At the request of my constituent Dr. Marcus 
Chopart, I would like to admit this white paper prepared by U.S. 
Oncology, which is entitled Reimbursement Versus Reality, into the 
record and ask unanimous consent for that. 

Mr. Greenwood. Without objection. 

[The following was received for the record:] 

Reimbursement vs. Reality 

A US ONCOLOGY DISCUSSION PAPER ON MEDICARE PAYMENTS FOR CANCER TREATMENT 
Introduction: 

Today, the Medicare program makes a significant and well-recognized overpay- 
ment for oncology drugs. The program also makes a nearly equivalent but less well- 
recognized underpayment for practice expenses associated with the delivery of can- 
cer care. This paper is intended to discuss the causal factors and current experience 
of this practice expense underpayment. It is offered in the hope of furthering the 
public policy discussion and the cancer community’s longstanding support for bal- 
anced reform, which will address Medicare’s overpayment of drugs and under- 
payment of services. In this manner, the Medicare program will provide a stable 
source of adequate reimbursement for cancer care supplies and services and pre- 
serve patient access to community-based cancer services. 

Discussion: 

Medicare practice expense reimbursement for chemotherapy administration was 
established to accommodate a delivery system profile that no longer exists in the 
US. Whereas most chemotherapy was administered in hospital settings as recently 
as the late 1980s, Centers for Disease Control and Prevention (CDC) data currently 
indicate that more than 80 percent of all chemotherapy treatment encounters occur 
in non-hospital outpatient settings (freestanding oncology physicians’ offices and 
community cancer centers). Reimbursement policy changes, managed care cost-sav- 
ing pressure, patient preference, the advent of more effective ambulatory therapies, 
and the advanced capability of freestanding facilities to provide highly-complex care 
are the major causal factors that fueled the migration of patients from hospital to 
non-hospital settings. 

This historical perspective is important because it helps to explain the flaws 
plaguing the Medicare program’s practice expense reimbursement policy for cancer 
care. When the Resource-Based Relative Value Scale (RBRVS) was established in 
1992, the Practice Expense (PE) components within the RBRVS were based upon 
historical “usual and customary” physician fee schedule systems that evolved at a 
time when most chemotherapy was administered in hospitals. As a result, reim- 
bursement levels for the RBRVS codes relating to physicians’ offices and other free- 
standing facilities were based on the few resources that were used in those settings 
during the period preceding the RBRVS implementation. 

The evolution of cancer care and the resulting reimbursement discrepancy de- 
scribed above has long been recognized by Congress and HCFA/CMS. For example, 
after it became clear in the mid-1980s that chemotherapy was moving to free- 
standing facilities, Congress required the Secretary (in section 4055(d) of OBRA 
1987) to study and report to Congress on possible Medicare reimbursement changes 
to more accurately reflect the costs associated with providing chemotherapy in phy- 
sicians’ offices. HCFA subsequently published a notice in the Federal Register that 
recognized that Medicare payment for chemotherapy administration may be inad- 
equate: 

“Changes in treatment methods and advances in technology now allow chemo- 
therapy to be furnished to many patients in the physician’s office, thus reducing 
the need for hospitalization to administer chemotherapy. Furnishing these serv- 
ices in the physician’s office is more convenient for some patients and may pro- 
vide other benefits as well. 
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“Current Medicare Part B payment rules for physicians’ services, however, 
may fail to compensate adequately for these services because the usual reason- 
able charge methodology may not fully recognize the overhead costs involved in 
these procedures. Some sources of additional costs include employment of nurse 
oncologists, special patient rooms, and safety equipment required because of the 
toxicity of the chemotherapeutic agents and safety procedures issued by the Oc- 
cupational Safety and Health Administration.” 

Unfortunately, this recognition has never been translated into more accurate 
Medicare reimbursement for cancer care services. As a result, inadequate and inac- 
curate payment levels have been utilized since the creation of RBRVS, with updates 
for inflation but without any significant revision, even though the locus of non-sur- 
gical cancer care has moved from hospital settings to freestanding physicians’ offices 
and community cancer centers. 

In other words, the resource-based codes currently used by Medicare to reimburse 
for oncology practice expenses do not reflect the transfer of resources from hospitals 
to freestanding facilities and the additional costs that have arisen consistent with 
advances in and the complexity of today’s more effective treatment regimens. Put 
another way, hospital care and complex services moved to freestanding facilities — 
but Medicare’s practice expense reimbursement policy has never been significantly 
and continuously updated to reflect that fact. 

Summary Points: 

The implications of the above can be identified through examination of the many 
instances of shortfall which exist between the delivery and reimbursement of cancer 
care in freestanding facilities. The following bullet points summarize just a few of 
these: 

• Today, nursing and pharmacy time comprise the principal components of the di- 

rect labor costs of oncology practice expenses (PEs). However, the allocation of 
values and minutes within the CPT codes does not match the actual cost and 
duration of nursing services and does not address pharmacist and pharmacy 
technician labor and related medical supplies and quality control processes. For 
example, CPT 96410 (first hour of chemotherapy infusion) does not adequately 
reimburse for the actual costs of the activities which currently fall under the 
definition of that code. In addition, activities which need to be performed in the 
care of a typical patient often exceed 96410’s 121 minute estimate of total nurs- 
ing time. This is a commonplace problem in oncology due to: 

• The compromised physical and mental condition of many seniors with cancer, 

• The complex procedures integral to the care provided to all cancer patients 
undergoing chemotherapy treatment (for example: patient assessment prior to 
chemotherapy administration, evaluation of laboratory data such as blood 
counts and renal and liver functions, calculation of drug dosages based on 
body surface areas to prevent medication errors, insertion of intravenous or 
central venous catheter devices, continuous monitoring to address potential 
adverse reactions, a variety of assistive care activities, and hazardous mate- 
rials preparation and disposal). 

• The amount of patient and family member training required due to the deliv- 
ery of outpatient rather than inpatient care, the complexity of care provided, 
and the side effects and potential complications associated with multi-drug 
agent chemotherapy regimens, 

• The time-intensive nature of patient care-related follow-up and monitoring re- 
quired due to the life threatening side effects and complications routinely ex- 
perienced by cancer patients during a typical chemotherapy protocol, and 

• The recently-established standard of practice in which pharmacists and phar- 
macy technicians are utilized within cancer care facilities to enhance the safe- 
ty of the drug administration process. As the recent Kansas City experience 
clearly demonstrates, on-site skilled pharmacy services are integral to the de- 
livery of safe and effective cancer care. 

• Medicare utilizes chemotherapy administration codes published in the AMA’s Cur- 

rent Procedural Terminology (CPT) manual but applies rules that differ from 
the CPT’s descriptions. For example: 

• Medicare only allows code 96408 (administration by push technique) to be re- 
ported once per day for a patient regardless of the number of drugs adminis- 
tered by push. Many treatment regimens require the administration of mul- 
tiple drugs, however, some of the most common of which are vesicant. Drugs 
classified as vesicant are agents that will cause serious tissue damage (includ- 
ing potential loss of limb) if they leak into the tissues of the patient’s hand 
or arm; as a result of the potential for this serious complication, the adminis- 
tration of vesicant drugs requires prolonged one-on-one nursing care. As a re- 
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suit, caregivers routinely bear significant multiple push and specialized care 
costs that are not adequately reimbursed under current practice expense pol- 
icy. 

• CPT 90784 (intravenous push of therapeutic medication) is a code that was 
established to cover the costs of administering non-chemotherapy agents such 
as anti-nausea medications, anti-sensitivity drugs, and steroids. Despite the 
intention that code 90784 provide reimbursement for therapeutic agents and 
despite the fact that such agents are often a necessary component of a chemo- 
therapy regimen, Medicare will not make a payment for 90784 activities that 
are undertaken on the same day as the infusion of a chemotherapeutic agent. 

CPT 96410 includes a general description of the service (first hour of chem- 
otherapy administration). Based upon that description, CMS’ Clinical Practice 
Expert Panel (CPEP) process has estimated a time allotment of 121 minutes, 
an allotment included in published Medicare payment policy. However, actual 
Medicare reimbursement does not currently cover 121 minutes of nursing 
time and instead provides for a payment level that covers just an estimated 
20 percent of costs associated with 96410. 

• Current Medicare practice expense reimbursement for oncology either does not 

take any account of a wide variety of activities which are common and integral 
to the delivery of cancer care in freestanding facilities or allocates significantly 
insufficient minutes and resources to them. For example: 

• Triage and patient/family education, which consumes an estimated 25-40 per- 
cent of a typical oncology nurse’s day (versus the 15 minutes now allocated 
by Medicare) and involves frequent and lengthy phone interaction with the 
patient and/or the patient’s family support person, 

• Tumor registry-related activities (required by most state health departments 
and managed by the Centers for Disease Control and Prevention), 

• Clinical research-related activities (recently approved for Medicare coverage 
but currently lacking any PE adjustments for the significant labor adjust- 
ments required due to the data intensive nature of the clinical research proc- 
ess), 

• On-site pharmacy-related activities (increasingly becoming the standard of 
practice due to the increasingly complex nature of new chemotherapy drugs 
and biotechnology agents and due to the necessity to free up oncology nurse 
time in light of the national shortage of trained nurses), 

• Biohazardous waste disposal (including federally-mandated disposal systems 
and required monitoring of disposal by specialized vendors in federally ap- 
proved disposal sites), and 

• Financial counseling and financial aide assistance (requiring an estimated 10- 
20 percent of a typical oncology nurse’s day due to the aggressive denial of 
benefit standards-of-practice within the insurance industry and by Medicare 
intermediaries). 

• As a result of the scope of services that are not currently being reimbursed or that 

are inadequately reimbursed, oncology nurses estimate that a majority of their 
time is devoted to activities that are not currently “billable” (i.e. considered 
within the components of the various CPT-4 codes) under Medicare. Of those 
activities which can be billed today, the vast majority are reimbursed at levels 
that are far below the actual cost of undertaking them (at levels estimated to 
be less than 20 percent of actual costs reimbursed). 

• Current Medicare practice expense reimbursement for oncology does not take into 

adequate account a wide variety of processes, supplies and equipment which are 
common, frequently mandated by federal law or regulation, and integral to free- 
standing facilities. For example: 

• Hepa-filter equipped hoods for admixture (to prevent exposure and contami- 
nation), 

• Safe-needle systems (to prevent caregiver needle sticks), 

• Biohazardous waste containers (to prevent exposure and contamination), 

• Reinforced gowns and gloves (to prevent exposure and contamination), 

• Specialized devices required to access implantable central venous ports to 
safely administer toxic chemotherapeutic agents and reduce the complications 
(especially life threatening infections) associated with frequently repeated in- 
travenous drug administration processes, 

• Business and clinical record audits and internal reviews required to ensure 
compliance with billing regulations as recommended by the OIG Guidelines 
For Medical Practices, and 

• Business and clinical record audits required by the FDA, OIG, and Medicare 
intermediaries associated with standard of care procedures and drugs utilized 
in the clinical research process. 
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• In the late 1990s, Medicare practice expense components were made resource- 

based, a process which presented an opportunity for the inadequacy of drug ad- 
ministration payments to be addressed: 

• HCFA initially pursued an approach that would have increased payments to 
cover costs; the Agency adopted a “bottom up” approach under which clinical 
practice expert panels (CPEPs) were formed to estimate the staff time, sup- 
plies, and equipment used in each service. 

• Because the bottom up methodology would have resulted in significant shifts 
of Medicare payments among various specialties, however, legislation was en- 
acted that postponed implementation of the resource-based practice expense 
components for one year and specified new criteria for HCFA to consider in 
adopting a methodology. 

• As a result, HCFA changed to a “top down” methodology, which resulted in 
the preservation of the status quo. 

• On November 1, 2000, HCFA published the final rule for the FY 2001 physician 

fee schedule that also presented an opportunity for the inadequacy of drug ad- 
ministration payments to be addressed: 

• HCFA accepted and published recommendations made by the American Med- 
ical Society’s Relative Value Update Committee (RUC) and Practice Expense 
Advisory Committee (PEAC) for CPT codes 96408 and 96410. [42 CFR Parts 
410 and 414, 65392-65393] 

• In its rule, HCFA stated “We will now use the RUC-recommended total times 
of 102 minutes of clinical staff time for CPT code 96408 and 121 minutes for 
CPT code 96410.” HCFA also posted a complete database on its website (http:/ 
/www.hcfa.gov/stats/resource.htm) that provided dollar values (inclusive of di- 
rect and indirect expenses) for the updated codes, as follows: 


Published Actual Percent 

Value Value Difference 


96408 183.67 37.11 495 % 

96410 267.05 59.684 47 % 


• Despite being accepted and published by HCFA in its final rule, the signifi- 
cant increases were not adopted into the Medicare program’s actual payment 
levels. 

•For codes lacking a physician work value (such as all chemotherapy administra- 
tion codes), HCFA adopted a methodology in which a special “zero work value 
pool” was created. HCFA has never published an explanation of this method- 
ology, but the pool reportedly is assigned dollars based on the practice expenses 
per hour of the average physician, and non-physician time for each procedure 
is substituted for the physician time that would otherwise be used. 

• As a result of this methodology, Medicare payment amounts were kept at ap- 
proximately the same levels as existed prior to the institution of the resource- 
based system (in fact, it has been suggested that HCFA selected this method- 
ology to maintain the status quo in payment amounts). 

• Medicare pays a “bad debt credit” to offset uncompensated care provided by hos- 

pital settings but does not currently have any provision for such a payment to 
freestanding facilities (which provide the majority of uncompensated chemo- 
therapy services to Medicare beneficiaries who cannot meet their coinsurance 
obligation, among other needy patients). 

• According to the Medical Group Management Association (MGMA), the typ- 
ical physician office setting experiences a non-collection rate equivalent to 7.5 
percent of allowable reimbursement. 

• In many community-based cancer care facilities — where a large segment of 
the Medicare patient population is dependent upon Social Security as a main 
source of income — non-collection levels may be much higher than MGMA’s es- 
timate. 

• A number of activities and infrastructural resources are needed to operate an effi- 

cient and compliant oncology office. However, many of the costs associated with 
those activities and resources are not currently reimbursed. As a result, addi- 
tional practice expense allotments or reasonable returns on services, products, 
and other resources are needed to: attract and retain staff (due to the inad- 
equacy of current practice expense reimbursement); invest in facilities, therapy 
inventories, and required diagnosis and treatment technology; finance accounts 
receivable; invest in information and operational systems to meet NCI/FDA clin- 
ical trial research data requirements; retain outside compliance advisors and 
auditors; and meet HIPPA regulatory requirements. 



17 


Conclusion: 

It is our hope that this information will be helpful as Congress and the Adminis- 
tration seek to address the disparity between typical, necessary practice expenses 
and the reimbursement currently provided under the Medicare program (and, as a 
consequence, by private payers). It is also our hope that a clear focus on the nature, 
complexity, resource intensity, and technological advances of community-based can- 
cer care — as well as the reliance by the vast majority of Americans with cancer on 
care provided in community-based settings — will lead to an updating of Medicare 
practice expense reimbursement to accurately reflect the realities of cancer care de- 
livery today. 

Mr. Bilirakis. This will prove to be a lengthy hearing, and thus 
I am limiting my opening statements so we may get to the impor- 
tant testimony of the witnesses, who, again, I thank for their ef- 
forts and cooperation. Thank you, sir. 

Mr. Greenwood. I thank the gentleman and thank him also for 
limiting his remarks. I will ask if the opening statements of the 
Members could be limited to 3 minutes, and all opening statements 
will be entered into the record. 

The Chair recognizes for the opening statement the gentleman 
from New Jersey Mr. Pallone. 

Mr. Pallone. Thank you, Mr. Chairman, and I want to thank 
you both, you as the Oversight Chairman and also Mr. Bilirakis as 
the Health Subcommittee Chair for holding this hearing. 

The issue on the table today critically analyzing the marketing 
practices of drug companies will show the immense amount of 
fraud perpetrated on the taxpayers and the senior citizens of this 
country. I along with all of my colleagues condemn practices that 
raid the Federal Treasury of at least $800 million annually. Fur- 
ther, I am particularly outraged at the impact of this pervasive 
fraud on Medicare beneficiaries by massively increasing the dollars 
coming out of pocket to cover the drug costs of sick and dying sen- 
iors as a result of the 20 percent copay overcharges. 

Mr. Chairman, the GAO, the HHS, inspector general, and some 
particularly well-informed whistleblowers will testify today and 
leave no doubt that this system is broken and that the people who 
can least afford the cost, our seniors, are the primary victims. 

Let us take a look at the winners and losers in the way HCFA 
pays for the few outpatient drugs that Medicare covers under Part 
B. The winners are obvious. They are the brand name drug compa- 
nies and some unscrupulous physicians that administer the chemo- 
therapy and other infusion drugs in their offices. There have been 
some discussions that generic competition is the cause for the bro- 
ken system, but make no mistake, it is not independent generics, 
but rather the brand name firms that are the root cause of this 
fraud. 

The companies named publicly in news stories as having pled 
guilty to crimes are under active investigation. In addition, Mr. 
Chairman, the competition is not always among drugs that the 
FDA says are generic equivalents. The competition is also among 
brand name drug companies that go to great pains to claim that 
their products are not therapeutically interchangeable. 

Documents which will be introduced at this hearing will show 
that the salesmen peddling these drugs were not arguing that their 
medicine was therapeutically superior to the competition, but rath- 
er the internal company documents make clear the field of battle 
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was who could misrepresent their prices more outrageously to 
Medicare so as to provide the fattest profit. There are some greedy 
doctors, of course, who pocket sums approaching a million dollars, 
and they are obviously making a lot of money; however, it is the 
drug companies’ fraud that makes the money possible. 

The Medicare reimbursement system is flawed, clearly, but no 
law, no regulation, no guideline issued by HCFA or any other gov- 
ernment agency directed drug companies to commit fraud. Just be- 
cause a system can be gamed doesn’t provide any person or any 
firm with the right to defraud the government or their fellow citi- 
zens, and the proof of that is that not all drug companies played 
this game. Some chose to compete only on traditional terms, and 
I certainly commend them for that. Unfortunately, at least in seg- 
ments of the market, the honest firms were the exception and not 
the rule, and I find that very tragic. 

Thank you very much, Mr. Chairman. 

Mr. Greenwood. I thank the gentleman and recognize the gen- 
tleman from Florida Mr. Stearns for his opening statement. 

Mr. Stearns. I thank the chairman, and I also want to thank 
Mr. Bilirakis for all the work he is doing on this hearing, too. And, 
of course, I want to thank Administrator Scully for coming here 
with Deputy Inspector Grob and Director Scanlon for their dedi- 
cated analysis. And perhaps this is a quagmire that they can help 
us out of by suggesting legislation, what we should do. 

This is sort of an embarrassing thing to be here, this many peo- 
ple. Obviously when I see a lot of people like that, there are pocket- 
books involved here, but we have got to do something, and as 
Chairman Tauzin mentioned, we cannot sit here and let this con- 
tinue. I almost think there is moral obligation to go back and try 
to rectify this. No one is talking about all the American citizens 
who have paid all this money and have paid too much, and it is 
out of their pockets, and it has gone in the wrong directions, and 
it is difficult to go back in retrospect and try to come back with 
something to rectify this but just move forward. Maybe that is all 
we can do. 

I also want to thank Mr. Zachary Bentley from my State of Flor- 
ida. I know it is a little difficult for him to come up here with air- 
line travel, so I appreciate his efforts in coming up here. 

This is a very thorny question, reimbursing for drugs. Who would 
have thought that when Medicare started, that you would actually 
be doing a lot of the caring for patients in outpatient clinics? I had 
the opportunity to visit and to tour an oncology center in my home- 
town of Campbell, Florida, and it is very satisfying to see patients 
cared for in this outpatient clinic. The drugs are administered by 
nurses and doctors, and these patients have their family right 
there. It is an informal situation, but all the while this is hap- 
pening and they are administering these drugs and taking care of 
them, obviously the question they brought to my attention is that 
Medicare is overpaying for drugs, but underpays for services associ- 
ated with the administration of therapies. So this is a very poor ac- 
counting practice. 

It is immoral what we are doing. It is unsettling to patients, and 
many patients, as the chairman has pointed out, are paying 300 
and 500 percent in their copayment. This cannot be tolerated, and, 
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Mr. Chairman, I commend you for your hearing today, and your 
commitment to do legislation is very important. 

Finally, it is hoped that whatever drug reimbursement system is 
employed, it should not impose burdensome accounting require- 
ments on the medical facilities and providers. So whatever we do, 
let us try to rectify the problem without creating another overlay 
of government upon government with some kind of accounting pro- 
cedure. Remember, the caregivers who take care of patients with 
cancer and all these respiratory problems and devastating illnesses 
are healers. They are not bean counters. They don’t want to spend 
the rest of their life filling out government forms to rectify this 
problem. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes the gentlelady from California Mrs. Capps. 

Mrs. Capps. Thank you, Mr. Chairman. 

Obviously for most of us our thoughts are elsewhere today. They 
are in New York, at the Pentagon, in the homes of the families 
across America who have lost loved ones in last week’s terrible 
events. I think especially of Lisa Raines, so closely involved with 
many in this room today. Those events and their ramifications will 
certainly be with us for a long time, and clearly we need to spend 
significant time on our Nation’s many responses to them. 

But I am very pleased that at this time this committee is making 
an effort to continue its business. Although the attacks have 
changed many of our priorities, we still must address Medicare and 
Medicaid and other issues that may seem mundane in comparison. 

So I want to direct my attention to the issue at hand. It is very 
disheartening to learn about efforts to take advantage of our Na- 
tion’s seniors and America’s taxpayers. And clearly if what we have 
been told is true, that is what has happened. Pharmaceutical com- 
panies have worked to increase their profits by artificially raising 
the Medicare reimbursement rates for certain prescription drugs, 
particularly oncology drugs. Sometimes this happens to the point 
where our beneficiary pays more in his or her copayment than it 
costs to buy the drugs outright. Clearly, given the current budget 
situation, Medicare cannot afford to be paying too much for the 
services and prescription drugs, and certainly our seniors are al- 
ready too strapped to afford most of their prescription drugs. To 
take money from their already overextended pockets this way is 
terrible. 

It is even worse that this is being done with something as impor- 
tant as oncology drugs. People suffering from cancer should not be 
the target of anyone trying to make a profit. Many provider groups 
are arguing that their reimbursement rates for the services they 
provide are too low, and they need the surplus payments to cover 
extra costs. It is true that reimbursement rates for certain services 
are too low. This is certainly true for oncology nursing, which I 
know from personal experience is essential to cancer treatment. In 
fact, last year I taped a message for a video about the importance 
of oncology nursing and nurses and the need to improve their rates 
of reimbursement. But I want to make it clear that just because 
these rates are too low does not mean it is all right for other rates 
to become too high. 
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Congress and the Centers for Medicare and Medicaid Services 
need to act now to end this practice. We need to make sure that 
Medicare is neither overpaying nor underpaying for any services. 
To do otherwise threatens the very stability of Medicare and the 
ability of our doctors to provide important health care. We must 
stop the gouging of our seniors and constituents by drug companies 
looking to gain a little market share. 

Mr. Chairman, I am glad you are holding this hearing, and I look 
forward to working with you in the future. 

Mr. Greenwood. The Chair thanks the gentlelady and recog- 
nizes the gentleman from Georgia Mr. Deal for an opening state- 
ment. Mr. Deal’s not here. 

Dr. Ganske for an opening statement. 

Mr. Ganske. Thank you, Mr. Chairman. 

I think it is important to have this hearing. We need to look at 
the concept of the average wholesale price. In my mind the ques- 
tion is, is it the wrong concept for us to be using in terms of reim- 
bursement, or is the information-gathering and the actual way that 
it is being implemented wrong, and does that need to be improved? 

We have to remember that we are not just talking about Medi- 
care, we are talking about Medicaid and also proposals to provide 
prescription drug coverage for Medicare recipients. I have a pro- 
posal, for instance, that would extend Medicaid coverage to the 
neediest, and so I think that — and the way the AWP has done is 
important. We need to address issues of potential fraud. 

But I want to say this: This last Sunday I gave a speech at my 
church on September — about the events on September 11, and it 
was pretty emotional, but it was especially emotional for me be- 
cause I sat next to my former district staff director, who has ad- 
vanced lung cancer and is getting chemotherapy. And I will tell 
you, Mr. Chairman, it makes me rather angry to hear people sit 
up here and pontificate about the motives of the physicians who 
are taking care of Luke. What is medical necessity in his case? 
Some of the things that I have heard would indicate that we ques- 
tioned the motives of the doctors who are taking care of him be- 
cause they can’t cure him, but they are giving him chemotherapy 
that may give him a couple extra months of life. I would ask my 
colleagues how much is that worth? 

So let us get away from some of this rhetoric up here about the 
motives. Let us talk some of the facts. Here is a fact. When Luke 
goes in for chemotherapy, his doctor is paid $62 for the administra- 
tion of that chemotherapy. Just the cost of the nursing help is 
probably over $100. We are not even talking about if he is a Medi- 
care patient. We are not even talking about the cost of the over- 
head. It is likely that the cost for that physician to administer that 
type of chemotherapy for a Medicare patient, reimbursement by 
Medicare is less than one-half, maybe less than one-fourth of what 
the actual costs are, and that isn’t even taking into consideration 
the amount of time for the personnel and the physicians involved 
with the multiple phone calls that chemotherapy patients put in to 
a physician’s office. 

So when we’re talking about this threat, let us also talk about 
the threat in Medicare and the totally inadequate payment of 
Medicare services for this, because this is really important. If this 
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isn’t addressed, then those Medicare patients ultimately will not 
get the type of care that they need, like my friend needs right now. 

So let us look at fixing this AWP. Maybe it can be fixed. Maybe 
we can prevent some of the problems. But you know what? I’d have 
to say this. If a Medicare HMO negotiates a discount with a phar- 
maceutical company and thereby increases its profits, is that 
fraud? Should we be looking at that? 

My suggestion is this: Why don’t we get the actual data on the 
average wholesale price. Let us collect the slips and find out what 
the pharmaceuticals are actually charging and being paid. I would 
predict then that you will see, when you get a more accurate AWP, 
you’ll see some changes in that, in those amounts, and you’ll then 
get a more accurate index of what, for instance, the reimbursement 
truly ought to be for the physician services. 

So, Mr. Chairman, I think it’s a pretty important hearing, and 
I would just ask my colleagues to look at this in a rational way. 
Thank you. 

Mr. Greenwood. The Chair thanks the gentleman and assures 
the gentleman that it is our intention to make sure that oncologists 
and all providers are adequately compensated — appropriately com- 
pensated, and, in fact, it will be the testimony of the General Ac- 
counting Office that will give us the facts that we need to deter- 
mine what that reimbursement should be. 

The Chair recognizes for an opening statement the gentleman 
from Texas Mr. Hall. 

Mr. Hall. Mr. Chairman, thank you, and I think Mrs. Capps 
really hit the nail on the hit when she talked about priorities, be- 
cause we all have priorities, and I think it is great of this chairman 
and the ranking member to hold this hearing in the midst of all 
the anxieties that the people have all across this country. 

This is very important, and I suppose if I could say anything to 
add to the opening statements that’s been made, it would be that 
I’d like to see us come together, not slapping one another around, 
but to come together to solve these problems, Medicare, Medicaid, 
Social Security, the needs that the people have out there, and come 
together as closely as we’re together after the President’s speech 
last night on foreign affairs and offense and defense. That is what 
is really needed. 

I’m very interested in the studies that have been made by GAO 
and CMS. I hope they’re on current data on costs for physicians, 
particularly in chemotherapy, because in my family I have that 
problem, have had that problem to one very dear to me. We’ve all — 
we are all what our experiences are. But I think the very fact that 
we have all these empty seats here indicates that we are in a busy 
time, in an anxious time, and I thank you for having this hearing. 

I support the hearing and the things that we’re going to have 
here, and I’d make a request, if it has not already been made, that 
we be allowed to submit questions and leave them on the record 
to have their answers put into the record to where the rest of the 
Congress and the rest of the Nation might have the benefit of this 
hearing, and I yield back my time. 

Mr. Greenwood. Without objection, questions posed by members 
of the committee will be included in the official record. 



22 


The Chair now recognizes the gentleman from Pennsylvania Mr. 
Pitts for his opening statement. 

Mr. Pitts. Thank you, Mr. Chairman. I want to commend you 
and the staff and the whistleblowers for uncovering this serious 
abuse in the Medicare drug reimbursement system. The system 
deeply is in need of reform, and I want to thank you for holding 
this important hearing. I look forward to hearing from your distin- 
guished witnesses today. Thank you. I yield back. 

Mr. Greenwood. The Chair recognizes the gentleman Mr. Stu- 
pak for an opening statement. 

Mr. Stupak. Thank you, Mr. Chairman. I’ll waive my opening 
statement. Just thanks for having this hearing. I look forward to 
the testimony we’re going to hear today. 

Mr. Greenwood. The Chair recognizes for an opening statement 
the gentleman from Georgia Mr. Norwood. 

Mr. Norwood. Thank you, Mr. Chairman. 

I wonder if I could identify who developed that slide while I’m 
beginning my opening statement so we can know who to talk to 
about it and try to understand it. But I do thank you for holding 
this important hearing this morning, and in the interest of time, 
I’m going to try to be brief. 

It is clearly obvious that CMS needs to be in a responsible way 
paying for drug therapies that it does cover under Medicare, and 
if CMS is overpaying, then that problem needs to be corrected, pe- 
riod, now. If there is fraud in any way occurring with the AWP, 
that problem needs to be corrected now. 

But the tone of the hearing is one in which I think we ought to 
be a little concerned about, and I’ll spend my time talking about 
that. If our effort here is to try to find somebody to blame or scape- 
goats, we need to look, I believe, at other obvious points and the 
bigger picture that might be leading to some of these type of 
things. 

I don’t think it’s a joke or anybody misunderstands that Medi- 
care significantly underpays providers for many services, and you 
may not believe me or Dr. Ganske or Dr. Coburn or others who 
have been saying for years that is the case, and it is getting worse 
and worse, but it is the case, whether you believe us or not. 

I don’t think we need to pat ourselves on the back today and 
think we’re making real progress on this one particular problem 
through this hearing, because the truth of the matter is we are still 
ignoring the fundamental problem of Medicare. Health care costs 
money, folks, and it is hard to understand sometimes why — when 
a patient is dying, perhaps the oncologist is continuing to inject 
that patient to buy them a few more months or weeks or make 
their life a little bit better. 

Now, maybe we don’t want to pay for that. Maybe we want to 
say that we don’t want to pay for that, but let us be honest with 
our constituents. Let us be honest as a government entity. If we 
don’t want to pay for that or can’t, for pity sakes, stand up and say 
so. Don’t try to find a scapegoat to blame. 

Now, I don’t understand the slide in the back of the room. I have 
a hunch the implication there is that, for example, Leucovorin costs 
$1.25, and isn’t it absolutely awful that the provider might be 
charging $42 to use that injection? How could he possibly charge 
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so much money when it only costs $1.25? Well, how about extend- 
ing that slide all the way out over to here and show the real cost 
rather than to imply that one of our oncologists is just trying to rip 
you off. That is all it is. The poor government is getting beaten up 
by the medical profession because they would dare charge $42 for 
a chemical that costs $1.25. Now, I don’t know if $1.25 is the right 
cost or not, but I do absolutely know that slide is fraudulent. It is 
set up there to imply that somebody is ripping somebody off. Yet 
it ignores all the other costs that Dr. Ganske started to begin to 
talk about that is inherent in the price of giving that injection. 

Now, if our staff is going to present to us information, I would 
kindly recommend that they present to us factual information and 
let us get at the truth, not have a witch hunt. 

Now, Mr. Scully, you’re here. We’re going to talk to you about it. 
If there is fraud going on, get after it. If there are doctors abso- 
lutely cheating the system, get after them. But let us be honest 
about what we are discussing in a government program that year 
after year after year keeps trying to salvage the problem by paying 
people less than it costs to deliver services. Maybe we can’t change 
that, but for pity sakes, let us be honest about that with the Amer- 
ican people. 

I wasn’t as brief as I intended, Mr. Chairman. I’m sorry. I yield 
back the balance of my time. 

Mr. Greenwood. The Chair thanks the gentleman. We’ll deduct 
that from his round of questioning. 

I’ll simply indicate to the gentleman that we will recognize that 
many providers are underpaid. If we can recoup this billion dollars 
that is being wasted on underpayment for drugs, we’ll probably 
have more than sufficient funds to pay a whole lot of providers. 

The Chair recognizes for an opening statement the gentleman 
from Wisconsin Mr. Barrett. 

Mr. Barrett. Thank you, Mr. Chairman. Thank you for chairing 
this important meeting. 

I agree with the previous speaker that we shouldn’t be looking 
for a scapegoat, but I think at the same time we have a very seri- 
ous responsibility to make sure that the taxpayers in this country 
are treated fairly, and according to the information that I have 
seen in fiscal year 2000, according to the Office of the Inspector 
General, Medicare could have saved between $887 million and $1.9 
billion by paying prices that other government to nongovernment 
purchasers were paying. These amounts range from 17 to 32 per- 
cent to the total $5 billion Part B costs to the government, and the 
recipients paying the bills. 

So we do have an obligation, and we’re not just talking about 
chump change here. This is a large amount of money, and it is our 
responsibility, I believe, to hold hearings like this to find out ex- 
actly what the problem is. So I, again, applaud you, Mr. Chairman, 
for holding the hearing. 

On another note, I know Mr. Scully will be testifying, and I just 
want to highlight an issue that I think that we also have to ad- 
dress, which is not 100 percent on point, but there is a Federal bar- 
rier right now which prevents safety net hospitals from negotiating 
better prices on in-patient pharmaceuticals. There is an unreason- 
ably narrow interpretation by CMS of a Medicaid provision passed 
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by Congress to facilitate free market negotiations between drug 
manufacturers and safety net providers. We need to make it pos- 
sible for safety net providers to negotiate better prices on in-patient 
and out-patient drugs, and I hope to explore that further, and I 
would yield back the balance of my time. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes for his opening statement the gentleman from Michigan Mr. 
Upton. 

Mr. Upton. Thank you, Mr. Chairman, and at the same time, I, 
too, will ask unanimous consent to put my entire statement into 
the record. 

I just would like to add, we do need reform in the system. It ap- 
pears to be broken in lots of different ways. We need to help both 
the beneficiaries as well as the taxpayers. We need to make sure 
that the providers are adequately compensated in a fair way to 
make their expenses as well. 

We have a good task ahead of us. I welcome the hearing on the 
debate this morning, this afternoon, and yield back. 

[The prepared statement of Hon. Fred Upton follows:] 

Prepared Statement of Hon. Fred Upton, a Representative in Congress from 

the State of Michigan 

Mr. Chairman, thank you for calling today’s hearing on Medicare’s system for re- 
imbursing prescription drugs administered in physicians’ offices and certain other 
settings. As the title of the hearing indicates, the current system serves neither 
Medicare patients nor the taxpayers well. 

What our committee investigators and the GAO have uncovered is not pretty and 
reflects badly on everyone involved. Medicare’s reimbursement system is being used 
as a tool in the intense competition for drug market share, leading drug manufac- 
turers to overstate — sometimes grossly overstate — the average wholesale prices for 
their drugs. The often substantial differences between what Medicare will pay for 
drugs and what the drugs actually cost physicians may be influencing prescribing 
practices. And Medicare patients — already grappling with the ravages of cancer or 
other terrible diseases are having their pockets picked — paying twenty percent of 
sometimes grossly inflated Medicare prices rather than the often much lower actual 
cost of the drug the doctors are using to treat them. Then they pay again when 
Medicare premiums rise in response to rising program costs. And the taxpayers, 
who foot 75 percent of the program’s costs, are having their pockets picked as well. 

Mr. Chairman, I think all of us will agree today that we need to act quickly to 
fix the system in the interests of both Medicare beneficiaries and taxpayers. 

I hope that today’s hearing will give us the information we need to do it right — 
and the impetus we need to do it quickly. We need to figure out a way to get real 
data on real acquisition costs so Medicare payments can be adjusted to reflect re- 
ality. At the same time, to ensure continued access to care in community-based set- 
tings, we need to fix portions of the physician fee schedule to ensure that the true 
costs of administering these drugs are reimbursed. In short, we need to give CMS 
the tools it needs, legislatively and administratively, to do its job right and to pro- 
tect some of the sickest and most vulnerable of Medicare patients. 

Mr. Greenwood. The Chair thanks the gentleman and turns for 
an opening statement to the gentleman from Indiana Mr. Buyer. 

Mr. Buyer. Thank you for the hearing, and I ask unanimous con- 
sent that my statement be placed in the record, and I would also 
be hopeful — I’m most hopeful that we will not try to demonize 
those who are dedicated to saving life, whether it be our health 
care providers or the those of whom manufacture these great drugs 
that help extend life. I yield back my time. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes for an opening statement the gentleman Mr. Bass from New 
Hampshire. 
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Mr. Bass. Thank you, Mr. Chairman. 

It is clear this is not a simple problem. It will not demand a sim- 
ple conclusion. I appreciate the two subcommittee chairmen hold- 
ing this very important hearing, and I’ll yield back. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes for an opening statement the gentleman from Texas Mr. Bar- 
ton. 

Mr. Barton. Thank you, Mr. Chairman, and Chairman, both of 
you, for holding this joint hearing. Let the record show they come 
to hearings other than energy hearings, that I’m on this sub- 
committee. 

I was visited yesterday in my office by a pharmaceutical chemo- 
therapy company located in my district. They had done some math- 
ematical analysis, financial analysis, not as extensive as what our 
subcommittees have done, and showed that just based on their re- 
view, there was almost a billion dollars that could be saved in the 
numbers that they looked at and the drugs that they were pre- 
scribing, that others were. So I’m going to have to be convinced 
that the current system is worth saving before I agree to save it. 

If I had to vote today, I would vote to say that physicians could 
not prescribe and treat cancer patients. They can choose one or the 
other, but they can’t do both, because it seems to me that the sys- 
tem that we have today is broken. We can’t fix it. So we need to 
change it. So I’m going to lock forward to the testimony, but put 
me down as a Doubting Thomas that the current system is worth 
saving. And with that I yield back the balance of my time. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes for his opening statement the gentleman from Oklahoma Mr. 
Largent. 

Mr. Largent. Mr. Chairman, in the interest of time, I want to 
submit my full statement for the record, and I’ll yield back my 
time. 

Mr. Greenwood. The Chair thanks the gentleman. 

Mr. Greenwood. The gentleman from North Carolina for an 
opening statement, Mr. Burr. 

Mr. Burr. Mr. Chairman, let me thank you for this hearing. 

Mr. Chairman, every time we look at health care, we find a more 
difficult animal than sometimes on the surface we think it is. I 
think what we’re looking at today is, in fact, very complicated. I 
think the important thing for Members to remember is that over 
the years it has been, in fact, this body that legislates much of 
what we do in health care. We respond to providers, we respond 
to patients, and hopefully sometimes we respond to need, the needs 
that exist in the delivery systems that we have some jurisdiction 
on. 

We seldom get it exactly right. Most of the time we do get some 
things wrong, and, yes, in the last 7 years with the leadership 
changes, we have gotten some things wrong. But one thing that I 
have learned as a member of this committee as we talk about 
health care policy is that, one, we always have to strive to do a lit- 
tle bit better; and, two, we also have to be very cautious as we 
make change that we don’t make things worse, that we look out- 
side of the area that is our focus to make sure that changes that 
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we make don’t adversely affect other areas of the health care deliv- 
ery system. 

I believe that we’ll hear a lot of information today. I as one will 
take that information and try to put it through that test of how do 
we make it a little bit better. How do we make sure that we don’t 
adversely affect other areas by not just the actions of this com- 
mittee potentially in the future, but by some of the questions and 
some of the documents that, in fact, we put on the record, because 
I think, as we all know, throughout the health care system, wheth- 
er you’re in a hospital or whether you’re in a provider’s office today, 
your legal counsel watches what Congress says and what we do 
and eventually what we pass. And all of it to some degree is inter- 
preted the same way when lawyers look at liability, and my hope 
is that Members will remember that as they ask questions, that 
they make sure that they clarify everything, and that in the end 
we do something that addresses exactly the problem that we’re try- 
ing to get to, a faulty average wholesale price for pharmaceuticals 
in this country. If there are other areas we need to address, I note 
that this committee will have the will and the patience to do it. 

Mr. Chairman, thank you for your time, and I yield back. 

Mr. Greenwood. The Chair thanks the gentleman. 

[Additional statements submitted for the record follow:] 

Prepared Statement of Hon. Robert L. Ehrlich, Jr., a Representative in 
Congress from the State of Maryland 

Mr. Chairman, thank you for holding this important hearing on legislative meas- 
ures to address the Medicare reimbursement for pharmaceuticals. As you know, 
Medicare drug reimbursement levels affect millions of Americans who face a variety 
of serious illnesses. 

As we will hear today from the GAO testimony and others, our already-strapped 
Medicare program, which pays for a limited number of critical drug therapies, over- 
pays for the costs of these drugs. For instance, the Committee notes that 24 highly 
used drugs may be resulting in a Medicare overpayment of at least $750 million an- 
nually. I am eager to hear the testimony before us today to learn more about this 
overpayment and consider ways to save the Medicare program — and Medicare bene- 
ficiaries who pay co-payments on these inflated values — a considerable amount of 
money. 

While it is crucial to address the overpayment calculation for these drugs, I also 
see the other side of the argument. As I learned during the August District Work 
Period, providers of care depend upon these overpayments to provide critical care 
to their patients. As we will also hear today, Oncology treatment facilities represent 
the front line of defense for nearly 80% of cancer patients in our country. 

Many in the cancer community acknowledge that the Medicare program employs 
a flawed reimbursement structure which overpays them for drugs. At the same time, 
however, they argue that Medicare also underpays for many services. For example, 
Medicare does not adequately support the critical role played by oncology nurses in 
the care of seniors and people with disabilities. In visiting an Oncology treatment 
facility in my district recently, I saw first-hand that preserving patient access to 
cancer care may only be achieved by simultaneously fixing Medicare’s flawed reim- 
bursement of cancer drugs and cancer services. Such serious flaws have forced these 
caregivers to engage in a form of “cost shifting” in which they use drug overpay- 
ments to offset Medicare’s underpayment for the treatment services provided to 
beneficiaries. This is source of great uncertainty for seniors with cancer and places 
significant pressures on the professional caregivers who treat them. Given these two 
sides of the argument — with patients in the middle simply seeking quality care — 
I am eager to review the testimony of our witnesses and hope that we move forward 
to reform Medicare appropriately with the best interests of patients in mind. Mr. 
Chairman, I realize your deep concern about these issues as well and thank you for 
your leadership. I look forward to our witnesses’ testimony and to working with you 
and our colleagues to ensure patient access to high quality care. 
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Prepared Statement of Hon. Eliot Engel, a Representative in Congress from 

the State of New York 

Mr. Chairman, let me first express my profound sadness over the events of last 
week and extend my sincerest sympathy to the families of all the victims. But we 
must continue the business of the people. Today’s hearing is focusing on how Medi- 
care reimburses for drugs. It is apparent that it is a complex problem that affects 
many different areas, from patients, to physicians, to drug companies. Any proposed 
fix must consider the ramifications for all of these groups, however, the interests 
of Medicare recipients must be our top priority. 

Congress must consider any proposed fix carefully. There have been several at- 
tempts to address this issue, which have either failed to become law or failed when 
they became law and were repealed. The goal that we must keep in mind here is 
that seniors receive safe, effective, low-cost care. In order to achieve that end, pro- 
viders must be adequately reimbursed for drugs and the services they provide but 
fraud and abuse must be rooted out. In the past, Congress has fallen back on AWP 
(average wholesale price) when providers have said that they were not being reim- 
bursed for their costs. Instead of considering new reimbursement policies, AWP was 
used to cover these costs. Now, this money may be taken away and providers will 
be left with inadequate reimbursements for their services. Clearly we must be sure 
to consider these circumstances. 

There is no doubt that there is fraud and abuse because of AWP. I think we do 
need to fix this problem, but we need to make it better, not worse. I have introduced 
legislation to address one of the major problems with home infusion therapy. My 
bill, HR 2750, the Medicare Home Infusion Therapy Act, addresses the particular 
problems associated with home infusion therapy. Medicare’s reimbursement policy 
for home infusion therapy is simply outdated. Modern medicine has made the ad- 
ministration of many drugs safe and effective in the home. However, because of lu- 
dicrous reimbursement provisions seniors are forced to stay in hospitals or trek to 
physicians offices on a daily basis to receive their treatment. In many cases, this 
treatment can be conducted in the home safely and at a fraction of the cost. To ad- 
dress this issue, HR 2750 directs the Secretary of Health and Human Services to 
set up a fee schedule for drug reimbursements and provider reimbursements that 
would ensure adequate and fair payments to providers. I feel that this legislation 
appropriately addresses the needs of seniors and providers and could serve as a 
model for a broader approach to the problems with AWP. I urge this Committee to 
examine this legislation closely and I also ask you, Mr. Scully, to work with me on 
this issue. 

I want to thank all of our witnesses for attending this hearing today under such 
difficult circumstances. I look forward to hearing your testimony. 


Prepared Statement of Hon. Gene Green, a Representative in Congress from 

the State of Texas 

Thank you Mr. Chairman for holding this hearing on Medicare’s reimbursement 
system for oncology treatments. 

In light of last week’s events, it is difficult to get too worked up about issues like 
Medicare reimbursements and practice expenses. 

But the truth is that we must continue to do our job in Washington, and as mem- 
bers of this committee, we must continue to improve our Medicare system for bene- 
ficiaries and providers. 

This issue is an important one. Each day, 3,400 Americans learn that they have 
cancer. Every minute, another American dies from some form of this disease. 

Cancer costs our country more than $107 billion each year. 

And with more than 60 percent of all cancers being diagnosed in individuals over 
age 55, the Medicare programs is bearing a significant burden for treating cancer 
patients. 

When the Medicare reimbursement system was first developed, most cancer pa- 
tients went to the hospital to receive treatment. 

But nowadays, eighty-five percent of these cancer patients are receiving their 
treatment at out-patient cancer centers. 

Our reimbursement system does not reflect the changing world of cancer treat- 
ment. 

Medicare’s reimbursement system for cancer drugs is based on an artificial aver- 
age wholesale price or (AWP). 

As our witnesses will testify, however, this AWP is dramatically inflated for can- 
cer drugs, causing the Medicare program and its beneficiaries to pay exorbitant 
costs for their life-saving cancer therapies. 
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Medicare reimburses for 95% of the AWP for oncology drugs. 

But, because the AWP does not actually reflect the costs of oncology drugs, physi- 
cians are being reimbursed for considerably more than they are paying. 

As a result, physicians could be prescribing drugs based on how much they’ll prof- 
it from them. 

There are allegations that physicians won’t prescribe a newer, more effective drug, 
because they don’t profit enough. 

Now oncologists, like most other Medicare providers, are underpaid for their prac- 
tice expenses. 

As the GAO will testify, oncologists are underpaid by as much as 15%. They use 
the windfall from the AWP to make up for the underpayment from practice expense. 

This system is bad for patients, is wasteful, and is poor public policy. 

There is no question on either side of this debate that the current system is bro- 
ken. 

But we must be careful to repair it in a way that does not endanger cancer pa- 
tients. 

We were all troubled by recent media reports where a pharmacist in Kansas was 
adulterating chemotherapy drugs, reducing their potency, and endangering the lives 
of cancer patients. 

We must ensure the integrity and quality of our cancer treatment system. 

But the reimbursement system we have in place must be changed. 

It encourages dishonest behavior by both the pharmaceutical manufacturers and 
the oncologists. 

It results in higher costs for both the program and the beneficiaries — patients who 
are probably facing the most daunting health crisis of their lives. 

But whatever solution we craft over the coming months, we must ensure that all 
Medicare beneficiaries have access to the life saving cancer therapies that they 
need. 

I look forward to the testimony of our witnesses, and I yield back the balance of 
my time. 


Prepared Statement of Hon. Bobby L. Rush, a Representative in Congress 
from the State of Illinois 

Mr. Chairmen, I want to express my thanks to both of the Chairmen for holding 
this very important joint hearing on the reimbursement system for prescription 
drugs under the Medicare Part B program. While the Part B prescription drug pro- 
gram is a relatively small component of universe of prescription drugs used by sen- 
iors and others, it is, nonetheless, of critical importance to its users. 

The Part B program covers those drugs used with durable medical equipment 
(DME) or infusion devices, and the host of drugs administered in the treatment of 
cancer, hemophilia, organ transplantation, emphysema, asthma, kidney dialysis, 
AIDS, and pain management therapies wbich are administered on an out-patient 
basis or in home settings. Many Medicare beneficiaries rely on these life-giving 
medications and we must ensure their availability and affordability. 

Since the beginning of the Medicare Part B program for drug reimbursements, the 
cost of medications for beneficiaries under this program has grown significantly. 
Current estimates are that the cost of drug reimbursements has doubled in the last 
five years. 

I am particularly concerned about the special needs of some of the users of these 
drugs, and have a number of questions about the coverage provided. For example, 
in hemophiliacs, what is the difference in cost between home infusion and hospital 
treatment for a bleeding incident? 

I look forward to hearing the testimony of the distinguished panel of witnesses 
and to getting the answers to these, and many other questions regarding the reim- 
bursement rates and processes under Medicare Part B program. 

Thank you. 


Prepared Statement of Hon. John D. Dingell, a Representative in Congress 
from the State of Michigan 

Chairman Greenwood and Chairman Bilirakis, thank you for convening this hear- 
ing on Medicare’s payment policy for prescription drugs. I realize that this hearing 
may not seem terribly important in light of the tragedy that struck our Nation on 
September 11th. The victims of these horrific attacks, their families, friends, and 
coworkers, and the security and safety of the American people are all at the fore- 
front of our minds. 
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Yet in a time when government resources may be needed for purposes none of us 
could have imagined two weeks ago, we have an added responsibility to ensure that 
more routine government expenditures are not wasteful. This hearing concerns im- 
proper and excessive payments on behalf of the Medicare program. As stewards of 
Medicare, the Committee cannot and should not allow this practice of overpayments 
for prescription drugs to continue. 

However, before we rush to fix the problem with legislation, we must ensure that 
any solution will do nothing to harm the patients who need these drugs. We must 
also be conscious of the impact any change we consider would have on the overall 
Medicare reimbursement system and other health care payers. 

Medicare pays for prescription drugs on an outpatient basis in limited cir- 
cumstances. One of these circumstances occurs when drugs are administered by a 
physician, oftentimes during the treatment of cancer. Medicare’s reimbursement for- 
mula is set at 95 percent of the drug’s average wholesale price, or “AWP.” The prob- 
lem with this formula is that AWP is an artificial number reported by the drug 
manufacturer. In fact, some drug manufacturers deliberately inflate the AWP that 
they report in order to make the drug more attractive to physicians. The results of 
this dubious behavior are higher copayments for seniors, an incentive for patients 
to receive wrong or unnecessary drugs, and waste to the Medicare program. 

Congress has been aware of the problem with the current formula for many years. 
Today, however, the stakes are higher, because any solution we create could have 
a far-reaching effect on the senior citizens of this country. This Committee will be 
considering a broad prescription drug benefit in Medicare. It is crucial that the 
Committee focus on developing a new reimbursement formula that is accurate and 
workable, based upon a benchmark price that cannot be manipulated. 

At today’s hearing, some groups will testify that these outrageous overpayments 
for prescription drugs are necessary to make up for Medicare’s under-payments for 
administering them. In correcting the drug reimbursement formula, the Committee 
should carefully examine this issue. We certainly do not want to create a situation 
where patients who need these drugs cannot find the drugs or a physician to admin- 
ister them. 

However, the primary issue before us today is that of prescription drug pricing. 
Billions of dollars have already been wasted — dollars that could have been spent 
providing broader prescription drug coverage to seniors. We have a duty to make 
sure that this practice stops, and to concentrate on creating a Medicare drug benefit 
where seniors are protected from price-gouging incentives. 

Mr. Greenwood. The Chair now calls forward our first panel: 
Mr. William J. Scanlon, the Director of Health Care Issues for the 
General Accounting Office; the honorable George Grob, Deputy In- 
spector General, Department of Health and Human Services; and 
Mr. Zachary Bentley, the President of Ven-A-Care, Inc. 

Thank you, gentlemen, for your presence today. This is a joint 
hearing between the Energy and Commerce Subcommittee on 
Oversight and Investigations as well as the Subcommittee on 
Health. The Oversight and Investigation Subcommittee is an inves- 
tigative subcommittee, and as such we’ve had the practice of taking 
testimony under oath. Do any of you object to testifying under 
oath? 

Seeing no such objection, the Chair then advises each of you that 
under the rules of the House and the rules of the committee, you 
are entitled to be advised by counsel. Do any of you desire to be 
advised by counsel during your testimony today? 

Seeing no such request, in that case, would you please rise and 
raise your right hand, and I will swear you in. 

[Witnesses sworn.] 

Mr. Greenwood. Thank you. You are now under oath, and we 
will recognize first Mr. Scanlon for his 5-minute opening statement. 
Welcome, sir. 
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TESTIMONY OF WILLIAM J. SCANLON, DIRECTOR, HEALTH 

CARE ISSUES, GENERAL ACCOUNTING OFFICE; GEORGE F. 

GROB, DEPUTY INSPECTOR GENERAL, DEPARTMENT OF 

HEALTH AND HUMAN SERVICES; AND ZACHARY T. BENTLEY, 

PRESIDENT, VEN-A-CARE, INC. 

Thank you very much, Mr. Chairman, and members of the sub- 
committees. I’m pleased to be here today to discuss this important 
issue and wish to share with you some of the work that we’ve been 
doing on the payment by Medicare for prescription drug coverage — 
the prescription drugs that it covers. We are releasing today a 
study that was requested in the Beneficiary Improvements and 
Protection Act on Medicare’s pricing of these drugs and will soon 
release a related study on payments for drug administration serv- 
ices under Medicare’s physician fee schedule. 

Today I’d like to provide highlights of these two studies, both of 
which underscore the need for payment method modifications. Our 
drug pricing study’s findings echo those of the Inspector General, 
the Justice Department, CMS and this committee’s. All reveal that 
Medicare’s method, as we’ve heard, for establishing drug payments 
is flawed. Simply put, tying Medicare’s drug payment to AWP is a 
recipe for inflation and excess payments. 

Even though AWP is often labeled a retail or sticker price, it’s 
not even that. A price is what a purchaser pays for a product. AWP 
is closer to just a number that manufacturers can specify without 
rules or criteria, a number not constrained by the need to have a 
purchaser willing to pay it. 

Like the Inspector General, we found that in 2001, wholesalers’ 
catalog prices that would be available to any physician or phar- 
macy or supplier involved sizable discounts from the AWP. These 
conservative estimates of providers’ acquisition costs indicated that 
discounts on physician-billed drugs, mostly chemotherapy drugs, 
ranged from 13 to 34 percent on most drugs and in some cases 
were even higher. Discounts on two inhalation therapy drugs that 
account for three-quarters of all the drugs billed to Medicare are 
startling: 78 percent for one and 85 percent off of AWP for the 
other. 

Medicare’s troubling experience in terms of drug pricing is often 
contrasted with that of the Veterans Administration. As the VA is 
essentially a health care provider and not a third-party payer like 
Medicare, its approach cannot simply be transferred to the Medi- 
care program, but key elements can be emulated. 

The VA uses the leverage of its and other Federal purchasers’ 
volume to secure prices that are similar to those of other volume 
purchasers’ market prices that someone actually pays. To accom- 
plish this, it uses its leverage to get verifiable data on actual mar- 
ket transactions to establish price schedules. Furthermore, for se- 
lected drugs, it has consolidated purchasing power even more and 
used competition to secure even lower prices. 

CMS is in a similar position in that it has available to it com- 
parable information on market prices through the Medicare drug 
rebate program. We are recommending that CMS assess how it can 
use those data to ensure that Medicare’s payments more closely re- 
flect market prices and to explore how competitive procurements 
might be effectively used. 



31 


Let me turn now to the issue of payments for drug administra- 
tion. As has been indicated clearly, there is widespread agreement 
in terms of drug pricing. Our findings are not controversial. How- 
ever, providers have indicated that underpayment in terms of drug 
administration needs to be made up for by overpayments in the 
drug purchase area. 

Our second report looks at payments for drug administration 
under the physician fee schedule, which include the bulk of chemo- 
therapy administration services provided by oncologists. 

In the past, we have examined the then-named HCFA’s develop- 
ment of the resource-based practice expense component of physi- 
cians’ fees. That is the part of physician fees meant to reflect the 
cost of operating a practice, like nursing and administrative staff, 
equipment, rent and utilities. We concluded then that the Agency’s 
basic method of computing these fees was sound. It achieves the 
goal laid out by the Congress; that is, to stop having the money 
Medicare pays physicians distributed according to what physicians 
historically charge for their services, and to have that money dis- 
tributed according to the relative amounts of resources needed to 
provide each service. 

The implementation of the revised fee schedule, though, has been 
controversial. Since Medicare payments in the aggregate were 
deemed adequate, the Congress required that the new fees be 
budget-neutral. Then if one specialty’s fees increased on average, 
some others would have to decline. Such redistributions have oc- 
curred, and some are quite significant. Oncology is one of the spe- 
cialties that gain under the new fee schedule. Its practice expense 
payments are 8 percent higher than they would have been if the 
prior method of setting fees stayed in place. However, that does not 
mean that we do not believe there is a problem in the way fees for 
services, like chemotherapy administration by nurses, are cal- 
culated. 

HCFA modified its basic method in computing payments for serv- 
ices delivered without direct physician involvement, which include 
chemotherapy administration as well as some services provided by 
other specialties. The modifications were intended to correct for 
perceived low payments for these services, and while they did in- 
crease payments for some, they lowered them for many others. 
Moreover, the modifications increased payments on average for 
services that did involve physicians directly. Oncology payments 
were more affected by these modifications, because their services 
not involving direct physician participation constitute a bigger 
share of their billings than other services. These services for 
oncologists are about one-third of their billings compared to 5 per- 
cent for all physicians. 

The payments for nonphysician chemotherapy administration are 
on average 15 percent lower than if HCFA used this basic method. 
On the other hand, practice expense payments for services provided 
by oncologists themselves are 1 percent higher because of these 
changes. Using the basic method, which we believe is correct, for 
all services would increase practice expense payments to 
oncologists by 6 percent. 

We don’t think that the HCFA’s adjustments, as I’ve indicated, 
were appropriate, and our study will recommend that they use the 
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basic methodology — that CMS use the basic methodology to deter- 
mine practice expense payments for all services. 

Oncologists have raised other concerns about the physician fee 
schedule, including the representativeness of data used to estimate 
these practice expenses and whether the data reflects current prac- 
tices in delivering services. 

We are currently conducting another study to determine how 
CMS can improve and update the information used to estimate 
practice expenses; however, what impact improved data may have 
on payments is uncertain. Payments are based on the differences 
in expenses of one specialty compared to another. Some of the data 
concerns raised by oncologists may apply equally well to other spe- 
cialties so that additional and many current data may reveal that 
the relative cost of different specialty services would only change 
modestly. 

Overall, let me say in conclusion, we believe that it should be a 
principle of Medicare payment policy to pay for each service appro- 
priately and not to rely on overpayments for some to offset inad- 
equate payments for others. An efficiently operated Medicare pro- 
gram needs payments that reflect market prices so that it benefits 
from the discipline imposed by other payers. It also needs to judi- 
ciously use the buying power associated with its size to secure even 
greater efficiencies, though that must be balanced with its respon- 
sibilities to assure access for beneficiaries and to treat providers 
fairly. 

Thank you very much, Mr. Chairman. I’ll answer any questions 
you have. 

[The prepared statement of William J. Scanlon follows:] 

Prepared Statement of William J. Scanlon, Director, Health Care Issues, 
United States General Accounting Office 

Messrs. Chairmen and Members of the Subcommittees: I am pleased to be here 
as you discuss the pricing of Medicare’s part B-covered prescription drugs. The pric- 
ing of these drugs — largely drugs that cannot be administered by patients them- 
selves — has been under scrutiny for several years. Most of the part B drugs with 
the highest Medicare payments and billing volume fall into three categories: those 
that are billed for by physicians and typically provided in a physician office setting 
(such as chemotherapy drugs), 1 those that are billed for by pharmacy suppliers and 
administered through a durable medical equipment (DME) item (such as a res- 
piratory drug given in conjunction with a nebulizer 2 ), and those that are also billed 
by pharmacy suppliers but are patient-administered and covered explicitly by stat- 
ute. 3 Studies by the Department of Justice, the Department of Health and Human 
Services’ (HHS) Office of the Inspector General (OIG), and the House Committee on 
Commerce show that Medicare’s payment for these drugs in some cases is signifi- 
cantly higher than the actual costs to the physicians and other providers who bill 
Medicare for these products. 

In September 2000, the Health Care Financing Administration (HCFA) — now the 
Centers for Medicare and Medicaid Services (CMS) 4 — took steps to reduce Medi- 
care’s payment for part B-covered drugs by authorizing Medicare carriers, the con- 
tractors that pay part B claims, to use prices obtained in the Justice Department 
investigations of providers’ drug acquisition costs. HCFA retracted this authority in 
November 2000 following concerns raised by providers. In December 2000, as part 


1 In the case of chemotherapy drugs, the common practice is for a nurse to provide the services 
to administer the drug and for the physician to bill Medicare accordingly. 

2 A nebulizer is a device driven by a compressed air machine. It allows the patient to take 
medicine in the form of a mist (wet aerosol). 

3 Medicare-covered drugs and biologicals that can be self-administered include such drugs as 
blood clotting factors and some oral drugs used in association with cancer treatment ana im- 
munosuppressive therapy. 

4 Our statement refers to HCFA when discussing actions it took under that name. 
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of recent Medicare legislation, 5 the Congress asked us to study Medicare’s payments 
for part B-covered drugs and make recommendations for pricing methodology refine- 
ments. We have reported our findings and made recommendations, as mandated, 
today. 6 

My remarks today will focus on (1) Medicare payment policies to cover part B- 
covered drug costs and costs of administering the drugs and (2) key features of other 
payers’ reimbursement policies that suggest opportunities to improve the appro- 
priateness of Medicare’s payments. My comments are based primarily on our study 
of Medicare payments for part B-covered drugs and a forthcoming study of physi- 
cians’ practice expense payments under Medicare’s fee schedule. 

In summary, our study shows that Medicare’s method for establishing drug pay- 
ments is flawed. Medicare pays 95 percent of the average wholesale price (AWP), 
which, despite its name, may be neither an average nor what wholesalers charge. 
It is a price that manufacturers derive using their own criteria; there are no re- 
quirements or conventions that AWP reflect the price of any actual sale of drugs 
by a manufacturer. Manufacturers report AWPs to organizations that publish them 
in drug price compendia, and Medicare carriers that pay claims for part B drugs 
base providers’ payments on the published AWPs. 

We found that, in 2001, widely available prices at which providers could purchase 
drugs were substantially below AWP, on which Medicare payments are based. For 
both physician-billed drugs and pharmacy supplier-billed drugs, Medicare payments 
often far exceeded widely available prices. Despite concerns about what discounts 
may be available to smaller-volume purchasers, physicians who billed Medicare for 
low volumes of drugs reported receiving discounts from AWP, for most drugs, that 
were similar to or greater than those afforded by the widely available prices we doc- 
umented. 

Physicians and pharmacy suppliers contend that the excess payments for covered 
drugs are necessary to offset what they claim to be inappropriately low or no Medi- 
care payments for services related to the administration or delivery of these drugs. 
For administering physician-billed drugs, Medicare makes explicit payments under 
the physician fee schedule. Our forthcoming review of practice expense payments 
under the fee schedule will make several points regarding oncologists’ payments. It 
will show that Medicare’s payments to these specialists were 8 percent higher than 
they would have been if the program’s prior payment method had remained in place 
and will show that oncologists’ payments relative to their estimated practice ex- 
penses were close to the average for all specialists. However, we will also show that 
HCFA made questionable modifications to its basic method of setting practice ex- 
pense payments, which resulted in lowering the average fees paid for the adminis- 
tration of drugs by physicians’ staffs. 

For delivering pharmacy supplier-billed drugs, Medicare’s payment policies are 
uneven. Pharmacy suppliers billing Medicare receive a dispensing fee for one drug 
type — inhalation therapy drugs — but there are no similar payments for other DME- 
administered or oral drugs. However, Medicare pays DME suppliers for the rental 
or purchase of equipment and supplies, and long-standing problems in the program’s 
payments for these items may result in overpayments that implicitly compensate for 
some service delivery costs not covered. 

Other payers and purchasers, such as health plans and the Department of Vet- 
erans Affairs (VA), employ different approaches in paying for or purchasing drugs 
that may be instructive for Medicare. In general, they make use of the leverage from 
their volume and competition to secure better prices. The federal purchasers, fur- 
thermore, use that leverage to secure verifiable data on actual market transactions 
to establish their price schedules. Private payers’ practices — such as negotiating 
prices that result in selecting certain products or suppliers and arriving at terms 
without open competition — would not be easily adaptable to Medicare, given the pro- 
gram’s size and need to ensure access for providers and beneficiaries. How other fed- 
eral agencies have exercised their leverage may offer more applicable lessons. 

BACKGROUND 

The traditional Medicare program does not have a comprehensive outpatient pre- 
scription drug benefit, but under part B (which covers physician and other out- 
patient services), it covers roughly 450 pharmaceutical products and biologicals. 7 In 


5 The Medicare, Medicaid, and SCHIP Benefits Improvement and Protection Act of 2000 (P.L. 
106-554, Appendix F). 

6 Medicare: Payments for Covered Outpatient Drugs Exceed Providers’ Costs (GAO-01-1118, 
Sept. 21, 2001.) 

7 For the remainder of this statement, we will refer to “drugs and biologicals” as “drugs.” 
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1999, spending for Medicare part B-covered prescription drugs totaled almost $4 bil- 
lion. 8 

Small Number of Products Accounts for Largest Shares of Program Spending and 
Claims Volume 

A small number of products accounts for the majority of Medicare spending and 
billing volume for part B drugs. In 1999, 35 drugs accounted for 82 percent of Medi- 
care spending and 95 percent of the claims volume for these products. 9 The 35 prod- 
ucts included, among others, injectible drugs to treat cancer, inhalation therapy 
drugs, and oral immunosuppressive drugs (such as those used to treat organ trans- 
plant patients). 

The physician-billed drugs accounted for the largest share of program spending, 
while pharmacy supplier-billed drugs constituted the largest share of the billing vol- 
ume. Three specialties — hematology oncology, medical oncology, and urology — sub- 
mitted claims for 80 percent of total physician billings for part B drugs. Two inhala- 
tion therapy drugs accounted for 88 percent of the Medicare billing volume for phar- 
macy-supplied drugs administered in a patient’s residence. 10 

Medicare Payments for Drugs Are Based on Published AWPs 

Medicare’s payment for part B-covered drugs is based on the product’s AWP, 
which is a price assigned by the product’s manufacturer and may be neither “aver- 
age” nor “wholesale.” Instead, the AWP is often described as a “list price,” “sticker 
price,” or “suggested retail price.” 

The term AWP is not defined in law or regulation, so the manufacturer is free 
to set an AWP at any level, regardless of the actual price paid by purchasers. Manu- 
facturers periodically report AWPs to publishers of drug pricing data, such as the 
Medical Economics Company, Inc., which publishes the Red Book, and First Data 
Bank, which compiles the National Drug Data File. In paying claims, Medicare car- 
riers use published AWPs to determine Medicare’s payment amount, which is 95 
percent of AWP. 11 Thus, given the latitude manufacturers have in setting AWP, 
these payments may be unrelated to market prices that physicians and suppliers 
actually pay for the products. 

Drug Supply Chain Involves Multiple Parties and Arrangements That Influence the 
Net Price to the End Purchaser 

The actual price that providers pay for Medicare part B drugs is often not trans- 
parent. Physicians and suppliers may belong to group purchasing organizations 
(GPO) that pool the purchasing of multiple entities to negotiate prices with whole- 
salers or manufacturers. GPOs may negotiate different prices for different pur- 
chasers, such as physicians, suppliers, or hospitals. In addition, providers can pur- 
chase part B-covered drugs from general or specialty pharmaceutical wholesalers or 
can have direct purchase agreements with manufacturers. 

Certain practices involving these various entities can result in prices paid at the 
time of sale that do not reflect the final net cost to the purchaser. Manufacturers 
or wholesalers may offer purchasers rebates based on the volume of products pur- 
chased not in a single sale but over a period of time. Manufacturers may also estab- 
lish “chargeback” arrangements for end purchasers, which result in wholesalers’ 
prices overstating what those purchasers pay. Under these arrangements, the pur- 
chaser negotiates a price with the manufacturer that is lower than the price the 
wholesaler charges for the product. The wholesaler provides the product to the pur- 
chaser for the lower negotiated price, and the manufacturer then pays the whole- 
saler the difference between the wholesale price and the negotiated price. 


8 Spending is defined as Medicare’s total payment, of which Medicare’s share is 80 percent and 
the beneficiaries’ share is 20 percent. 

9 Our analysis excluded some high-volume and high-expenditure drugs because of inadequate 
pricing data. Volume for a drug is measured in terms of the number of units provided. Analyses 
exclude data on services supplied in Puerto Rico and the U.S. Virgin Islands and exclude pay- 
ments made on behalf of Railroad Retirement Board beneficiaries. 

10 These two drugs are ipratropium bromide and albuterol {unit dose form). 

1 1 Technically , the payment equals 95 percent of AWP for the drugs grouped under each HCFA 
Common Procedure Coding System (HCPCS) code. Individual drugs are identified by the Na- 
tional Drug Code {NDC). NDCs are assigned by the Food and Drug Administration and are the 
universal product identifiers for drugs for human use. Each NDC specifies a chemical entity, 
manufacturer, dosage form, strength, and package size. For example, a single drug — marketed 
by one manufacturer in one form and strength but in three package sizes — would have three 
NDCs. Because one HCPCS code may have multiple NDCs, the carriers determine the Medicare 
payment by analyzing multiple NDCs’ AWPs. For multisource drugs, the payment allowance is 
95 percent of the lower of (1) the median AWP of all generic forms of the drug or (2) the lowest 
brand name product’s AWP. 
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medicare’s payment for part b-covered drugs is significantly higher than 
PRICES widely available to providers 

For the part B-covered drugs accounting for the bulk of Medicare spending and 
claims, Medicare payments in 2001 were almost always considerably higher than 
wholesalers’ prices that were widely available to physicians and suppliers. This was 
true regardless of whether the drugs had competing products or were available from 
a single manufacturer. Physicians who billed Medicare for relatively small quan- 
tities of these drugs also obtained similar prices. 

Wide Disparities Exist Between Drug Acquisition Costs and Medicare Payments 
Our study shows that there can be wide disparities between a drug’s estimated 
acquisition cost and Medicare’s payment for that drug. Physician-billed drugs ac- 
count for the bulk of Medicare spending on part B drugs. Of those billed by physi- 
cians, drugs used to treat cancer accounted for most of Medicare’s expenditures. 
Specifically: 

• Widely available discounts for 17 of the physician-billed drugs we examined aver- 

aged between 13 percent and 34 percent less than AWP. 

•For two other physician-billed drugs, Dolasetron mesylate and Leucovorin cal- 
cium, average discounts were considerably larger — 65 percent and 86 percent 
less than AWP. 

The discounts on physician-billed drugs, based on wholesaler and GPO catalogue 
prices, are notably lower than Medicare’s payment, which reflects a discount of 5 
percent below AWP. The discounts indicate that Medicare’s payments for these 
drugs were at least $532 million higher than providers’ acquisition costs in 2000. 
Further, the discounts we report may only be the starting point for additional dis- 
counts provided to certain purchasers, as chargebacks, rebates, and other discounts 
may drive down the final sale price. 

Concerns have been expressed that small providers either could not or do not ob- 
tain such favorable prices. Therefore, we surveyed a sample of physicians who billed 
Medicare for low volumes of chemotherapy drugs to see if they were able to obtain 
similar discounts. 12 All of the low-volume purchasers who responded to our survey 
reported obtaining similar or better discounts than the widely available prices we 
had documented. More than one-third of these physicians reported belonging to 
GPOs and obtained the GPOs’ substantial discounts, while others said they had con- 
tracts with manufacturers and wholesalers. 

As with physician-billed drugs, Medicare’s payments for pharmacy supplier-billed 
drugs generally far exceeded the prices available to these suppliers. For the drugs 
we examined, Medicare’s payments were at least $483 million more than what the 
suppliers paid in 2000. Further, the discounts we report were largest for products 
that could be obtained from more than one source. Inhalation therapy drugs admin- 
istered through DME and oral immunosuppressive drugs represent most of the 
high-expenditure, high-volume drugs billed to Medicare by suppliers. Specifically: 

• Two drugs, albuterol and ipratropium bromide, used with DME for respiratory 

conditions, account for most of the pharmacy-supplied drugs paid for by Medi- 
care. In 2001, they were available to pharmacy suppliers at prices that aver- 
aged, respectively, 85 percent and 78 percent less than AWP. 

• Other high-volume DME-administered drugs had prices averaging 69 percent and 

72 percent less than AWP. These findings are consistent with prior studies of 
the prices of similar drugs. 13 

• Two of the four high-volume oral immunosuppressives were available from whole- 

salers with average discounts of 14 percent and 77 percent. Wholesale price in- 
formation on the other two was not available, but retail prices from online phar- 
macies were as much as 13 percent and 8 percent below AWP. 

Policies to Pay for Related Delivery and Administration Services Vary by Provider 
Medicare payment policies for administering or delivering a drug vary, depending 
on who provides the drug to the patient. Physicians are compensated directly for 
drug administration through the physician fee schedule. Pharmacy suppliers are 
compensated for dispensing inhalation therapy drugs used with a nebulizer, which 
make up the majority of their part B drug claims. No explicit payments are made 
to pharmacy suppliers for dispensing other drugs, but they may receive payments 
for equipment and supplies associated with DME-administered drugs. Both physi- 


12 We conducted a telephone survey of a sample of physicians who billed Medicare for a low- 
volume of cancer treatment drugs in 1999. For more detail, see GAO-Ol-1118. 

13 Medicare Reimbursement of Albuterol (HHS OIG, OEI-03-00-00311, June 2000) and Medi- 
care Reimbursement of Prescription Drugs (HHS OIG, OEI-03-00-00310, Jan. 2001). 
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cians and pharmacy suppliers contend that the excess in Medicare’s payments for 
part B-covered drugs compensates for related service costs inadequately reimbursed 
or not explicitly covered at all. 

In prior work on the Medicare physician fee schedule, we concluded that the agen- 
cy’s basic method of computing practice expense payments to physicians was 
sound. 14 The implementation of this fee schedule, however, has been controversial. 
The Congress required that payments be budget neutral relative to prior spending. 
Medicare’s physician payments were, in the aggregate, seemingly adequate, as most 
physicians were participating in Medicare and accepting the program’s fees as pay- 
ment in full. Because of the budget neutrality requirement, if one specialty’s fees 
increased on average, some others would have to decline. Such redistributions have 
occurred and some are significant. 

Oncologists, who represent the majority of physicians billing for drugs, argue that 
Medicare’s payments for administering chemotherapy are inappropriately low and 
that the excess Medicare drug payments are needed to offset their losses. Yet oncol- 
ogy is one of the specialties to gain under the resource-based physician fee schedule. 
In our separate study on physicians’ practice expenses under Medicare’s fee sched- 
ule, we will show that payments to oncologists were 8 percent higher than they 
would have been if the prior charge-based payment method had been maintained; 
the study will also show that oncologists’ payments relative to their estimated prac- 
tice expenses, which include chemotherapy administration, were close to the average 
for all specialties. 

While oncologists do not appear disadvantaged overall under the fee schedule, ad- 
justments HCFA made to the basic method of computing payments reduced fees for 
some oncologists’ services. In those adjustments, HCFA modified the basic method 
in computing payments for services delivered without direct physician involvement, 
like much of chemotherapy administration. The modifications were intended to cor- 
rect for perceived low payments for these services. While they increased payments 
for some of these services, they lowered them for many others. Moreover, they in- 
creased payments on average for services involving physicians. Oncology payments 
were particularly affected, as services without physician involvement constitute 
about one-third of oncologists’ Medicare-billed services, compared to about 5 percent 
of all physician-billed services. Because of the modifications to the basic method, on- 
cology practice expense payments for nonphysician chemotherapy administration 
were on average 15 percent lower, while payments for physician-administered serv- 
ices were 1 percent higher, than if HCFA had used the basic method. Across all 
services, the modifications resulted in oncology practice expense payments that were 
6 percent lower. 15 Using the basic method for all services would eliminate these re- 
ductions and add about $31 million to oncology payments. Our study will rec- 
ommend that CMS revert to the use of the basic methodology to determine practice 
expense payments for all services. 

We will also recommend that CMS address a data adjustment it made that affects 
oncology payments under the new fee schedule. The agency reduced oncology’s re- 
ported supply expenses to keep from paying twice for drugs that are reimbursed 
separately by Medicare. Oncologists acknowledge that the supply expense estimate 
needed to be reduced, but argue that the reduction was too large. We have rec- 
ommended that the agency develop the appropriate data to more accurately esti- 
mate oncology supply expenses. Substituting a supply expense estimate based on a 
methodology developed by the American Society of Clinical Oncology would raise 
practice expense payments an additional $20 million, 16 if done in conjunction with 
our recommendation to use the basic method to calculate payments for all services. 

Oncologists have raised concerns about whether the data used to estimate their 
practice expenses constituted a representative sample of practices surveyed and 
whether these data reflect current practices in delivering services. How improve- 
ments in the data to estimate practice expenses may affect payment levels is uncer- 
tain. Payments are based on the differences in expenses of services of one specialty 
compared to those of others. Some of the data concerns raised by oncologists may 
apply to other specialties as well, so that additional and more current data may re- 
veal that the relative cost of one service compared to others may have changed only 


14 Practice expenses constitute one of three components in Medicare’s physician fee schedule. 
The other two are work and malpractice expenses. For the physician’s average fee in 1999, prac- 
tice expenses accounted for about 42 percent; work, about 55 percent; and malpractice, about 
3 percent. 

15 The source for these figures is our analysis of 2001 practice expense fees, based on 1999 
Medicare utilization. 

16 The source for these figures is our analysis of 2001 practice expense fees, based on 1999 
Medicare utilization. 
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modestly. We are conducting a separate study to determine how CMS can improve 
and update the information used to estimate specialties’ practice expenses. 

Similar to the physicians who bill for part B drugs, pharmacy suppliers and their 
representatives contend that the margin on the Medicare drug payment is needed 
to compensate them for costs not covered by Medicare — that is, the clinical, adminis- 
trative, and other labor costs associated with delivering the drug. These include 
costs for billing and collection; facility and employee accreditation; licensing and cer- 
tifications; and providing printed patient education materials. Medicare pays a dis- 
pensing fee of $5.00 for inhalation therapy drugs used with a nebulizer, which are 
the vast majority of the pharmacy-supplied drugs. This fee was instituted in 1994. 
It is higher than dispensing fees paid by pharmacy benefit managers, which average 
around $2.00, and is comparable to many state Medicaid programs, which range 
from $2.00 to over $6.00. For other pharmacy-supplied drugs, Medicare makes no 
explicit payment for dispensing the drug. 

Besides the profits on the DME-related drugs, pharmacy suppliers may receive 
additional compensation through the payment for DME and related supplies. Our 
prior work suggests that, for two reasons, Medicare DME and supply payments may 
exceed market prices. 17 First, because of an imprecise coding system, Medicare car- 
riers cannot determine from the DME claims they process which specific products 
the program is paying for. Medicare pays one fee for all products classified under 
a single billing code, regardless of whether their market prices are greatly below or 
above that fee. 18 Second, DME fees are often out of line with current market prices. 
Until recently, DME fees had generally been adjusted only for inflation because the 
process required to change the fees was lengthy and cumbersome. As a result, pay- 
ment levels may not reflect changes in technology and other factors that could sig- 
nificantly change market prices. 

OTHER PURCHASERS’ PRACTICES ARE INSTRUCTIVE FOR REFORMING MEDICARE’S 
METHOD OF PAYING FOR PART B-COVERED DRUGS 

Private insurers and federal agencies, such as VA, employ different approaches 
in paying for or purchasing drugs that may provide useful lessons for Medicare. In 
general, these payers make use of the leverage of their volume and competition to 
secure better prices. The federal purchasers, furthermore, use that leverage to se- 
cure verifiable data on actual market transactions to establish their price schedules. 
Private payers can negotiate with some suppliers to the exclusion of others and ar- 
rive at terms without clear criteria or a transparent process. This practice would 
not be easily adaptable to Medicare, given the program’s size and need to ensure 
access for providers and beneficiaries. How other federal agencies have exercised 
their leverage may be more instructive and readily adaptable for Medicare. 

VA and certain other government purchasers buy drugs based on actual prices 
paid by private purchasers — specifically, on the prices that drug manufacturers 
charge their “most-favored” private customers. 19 In exchange for being able to sell 
their drugs to state Medicaid programs, manufacturers agree to offer VA and other 
government purchasers drugs at favorable prices, known as Federal Supply Sched- 
ule (FSS) prices. So that VA can determine the most-favored customer price, manu- 
facturers provide information on price discounts and rebates offered to domestic cus- 
tomers and the terms and conditions involved, such as length of contract periods 
and ordering and delivery practices. 20 (Manufacturers must also be willing to supply 
similar information to CMS to support the data on the average manufacturer’s 
price, known as AMP, and best price they report for computing any rebates required 
by the Medicaid program.) 

VA has been successful in using competitive bidding to obtain even more favorable 
prices for certain drugs. Through these competitive bids, VA has obtained national 
contracts for selected drugs at prices that are even lower than FSS prices. These 


f7 See Medicare: Need to Overhaul Costly Payment System for Medical Equipment and Sup- 
plies (GAO/HEHS-98-102, May 12, 1998). 

18 The equipment and supply payment is determined from a DME fee schedule, whose rates 
are based on a state-specific fee schedule and subject to national minimum and maximum pay- 
ment limits. Fees are based on average historical supplier charges that are adjusted for inflation 
over time. 

19 Under federal procurement regulations, the government seeks to obtain the price is in- 
tended to equal or better the price that the manufacturer offers its most-favored nonfederal cus- 
tomer under comparable terms and conditions. 

20 Because the terms and conditions of commercial sales vary, there may be legitimate reasons 
why the government does not always obtain the most-favored customer price. Hence, under the 
regulations, VA may accept a higher price if it determines that (1) the price offered to the gov- 
ernment is fair and reasonable and (2) awarding the contract is otherwise in the best interest 
of the government. 
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contracts seek to concentrate the agency’s purchase on one drug within therapeuti- 
cally equivalent categories for the agency’s national formulary. In 2000, VA contract 
prices averaged 33 percent lower than corresponding FSS prices. 

Medicare’s use of competition has been restricted to several limited-scale dem- 
onstration projects authorized by the Balanced Budget Act of 1997. In one of these 
demonstrations under way in San Antonio, Texas, suppliers bid to provide nebulizer 
drugs, such as albuterol, to Medicare beneficiaries. While Medicare normally allows 
any qualified provider to participate in the program, under the demonstration only 
11 bidders for nebulizer drugs were selected to participate. In exchange for restrict- 
ing their choice of providers to the 11 selected, beneficiaries are not liable for any 
differences between what suppliers charge and what Medicare allows. Preliminary 
CMS information on the San Antonio competitive bidding demonstration suggests 
no reported problems with access and a savings of about 26 percent realized for the 
inhalation drugs. 


CONCLUDING OBSERVATIONS 

Our study on Medicare payments for part B drugs shows that Medicare pays pro- 
viders much more for these drugs than necessary, given what the providers likely 
paid to purchase these drugs from manufacturers, wholesalers, or other suppliers. 
Unlike the market-based fees paid by VA and other federal agencies, Medicare’s fees 
are based on AWP, which is a manufacturer-reported price that is not based on ac- 
tual transactions between seller and purchaser. Physicians contend that the profits 
they receive from Medicare’s payments for part B drugs are needed to compensate 
for inappropriately low Medicare fees for most drug administration services. Simi- 
larly, the case argued by some pharmacy suppliers for Medicare’s high drug pay- 
ments is that not all of their costs of providing the drugs are covered. 

In our view, it should be a principle of Medicare payment policy to pay for each 
service appropriately and not to rely on overpayments for some services to offset in- 
adequate payments for complementary services. If Medicare were to follow this prin- 
ciple and lessons from other payers in setting fees for part B drugs, it would use 
information on actual market prices net of rebates and discounts — similar to infor- 
mation currently available to VA and CMS — to establish Medicare payments. It 
could also determine market-based fees, where appropriate, through a competitive 
bidding process. Medicare would pay for administration and delivery of these drugs 
separately, as it does currently for drugs supplied by physicians and for inhalation 
therapy drugs. As the way drugs are supplied and administered varies, different 
methods of determining payments would be necessary. Paying for these services ex- 
plicitly would enable Medicare to eliminate implicit payments that may have been 
made through excessive payments for DME and the drugs associated with the DME 
payment. In our report, we make recommendations reflecting these lessons to revise 
the program’s payment methods. 

Messrs. Chairmen, this concludes my statement. I would be happy to answer any 
questions that you or Subcommittee Members may have. 

CONTACT AND ACKNOWLEDGMENTS 

For more information regarding this testimony, please contact me at (202) 512- 
7114 or Laura Dummit at (202) 512-7119. Other contributors to this statement in- 
clude Carol Carter, Iola D’Souza, Hannah Fein, Kathryn Linehan, and James Mat- 
hews. 

Mr. Greenwood. Thank you, Mr. Scanlon, for your testimony. 

And I recognize Mr. Grob, the Deputy Inspector General for 
Health and Human Services, for your testimony, sir. 

TESTIMONY OF GEORGE F. GROB 

Mr. Grob. Thank you, Mr. Chairman, for the opportunity to tes- 
tify here today. Everyone said Medicare pays too much, and listen- 
ing to all the opening statements, I’m not sure that I have a whole 
lot to add to the knowledge that has already been presented. 

Mr. Greenwood. I’m sure you have more credibility than we do. 

Mr. Grob. What I’ll try to do, perhaps, is to add some additional 
pieces of information that may help. First of all, with regard to the 
amount that we pay too much, the number that is being bandied 
around is about a billion dollars, and I think that is a fair bottom 
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line. Here is the reason. Our studies have shown, using the cata- 
logs available that we’ve been able to find for 24 drugs, which rep- 
resent about $3.7 out of the $5 billion in the year 2000 that Medi- 
care authorized for the payment of these drugs, that we saw a loss 
of about $880 some-odd million. Of course, if we had looked at all 
the drugs, that would have been higher and perhaps pressing a bil- 
lion dollars. So that is a fair benchmark for people to have in their 
minds. 

But we have to remember that these are catalog prices. These 
are the numbers that are sort of out there. So when the drugs are 
actually paid for, it is very likely that the prices are even lower 
than that. We ourselves did not obtain those lower prices. Ours are 
the more conservative, just catalog price. 

Now, we’ve also looked at the Federal Supply Schedule which is 
negotiated by the Veterans Administration, and there, of course, we 
found a $1.9 billion difference in the spread. Now, many people 
would say that that’s unfair because of the special position that the 
Veterans Administration is in; that you really can’t say, well, Medi- 
care ought to be able to get drugs at those prices. That may be 
true, but here are some things to think about. 

First of all, we assume that the drug companies are making a 
profit on those drugs, so that that represents a price that they are 
willing to offer to at least some large buyers. And we’re not at all 
certain, since we ourselves did not look at the actual invoices, of 
what the spreads are that physicians and others — large suppliers — 
are actually obtaining on their drugs. Perhaps it’s an outer limit, 
but I think it’s fair to say that the actual loss to Medicare is prob- 
ably in the vicinity of $1 to $2 billion, as best we can tell. 

Another point that I would make is that we have reviewed these 
drug prices intensely, starting in the mid-1980’s because, of the ef- 
fects to Medicaid program as well, but we have been looking par- 
ticularly hard since 1997. And over the last 4 years, we have never 
found it to be any way other than what has been described at this 
hearing. Every study that we do finds these same results. But near 
the end of my testimony, I’m going to reflect that the gap is wid- 
ening, and the loss is increasing. 

We’ve talked about the system being flawed, and I think most 
people describe it well. And I do take to heart the admonition not 
to get to the motives of people. But I just would like to give two 
insights about this. 

If you were to sit down in an office with an individual, a rep- 
resentative of the drug company here and perhaps a physician 
here, and say, “Listen, I will sell you the drug for $100, but I will 
tell Medicare that I sell it for $200, you will have $100, and I will 
have $100. It’s not a bad deal.” Someone then might comment that 
a kind of deal has been made, perhaps games are being played to 
achieve a higher market share by that drug company, presenting 
its drug in that way. But that would still be true, even if the meet- 
ing doesn’t occur in the room. This is not too hard to understand. 
Simply posting of these numbers on a public list is enough to 
achieve the same effect. So we have to be wary of the effect even 
if in the studies that I have done we have not reached the motives 
of the individuals. 



40 


There’s also something here that I call “upside-down economics.” 
If I were to ask an undergraduate economic student the following 
question: “Which company would likely achieve the greatest mar- 
ket share? Is it the one with the highest average wholesale price 
or the one with the lowest?” And the student were to say: “It’s the 
one with the highest.” The professors would say; “That is incorrect. 
Obviously the company whose wholesale price is the lowest would 
be the one that would expect to sell more of their product.” That 
is the answer the professor would have to give, of course, unless 
you’re talking about Medicare’s payment for prescription drugs — in 
which the whole theory simply reverses. 

The physician community has raised its concerns here, and we 
certainly take that to heart. We fully support a fair reimbursement 
under the Medicare program. 

Perhaps another insight will help here. What I believe is wrong 
with the current system is that it’s behaving this way. If an indi- 
vidual felt that his mortgage payments were too high, he might 
want to go to the bank and say: “Since you’re charging me so much 
there, could you reduce my automobile payment?” Well, that’s not 
a good way to do banking, but it might not be an unreasonable 
question. 

The problem with the Medicare program is that in an analogous 
situation, the automobile dealer and the automobile purchaser are 
telling the bank how much they will pay for the car payment as 
opposed to the Medicare program, the Secretary, the Department 
and the Congress deciding what that amount is. And I believe that 
that’s fundamentally what’s wrong, even if we do have some com- 
passionate concern for the dollars that the medical profession needs 
to carry out what it does. 

In any event, whatever system that we do use should not be 
based on a number that is misnamed, misleading, and make be- 
lieve. 

There are a lot of options to handle this problem, and we’ve list- 
ed them extensively in the testimony that we’ve provided. It’s too 
detailed to discuss here in my short version of my testimony, but 
we have made ourselves available and will continue to answer as 
many technical questions as we possibly can. 

Let me end now by making one other remark. I think that we 
have all felt strongly that we have a problem here that needs to 
be fixed. What I would like to emphasize is that we fix it now. The 
first really detailed study that we did of the current phenomenon 
was in 1997 based on 1996 dollars, and here were the facts then: 
Medicare’s authorization for drugs was $2.3 billion that year. We 
looked at $1.5 billion and found $447 million that was probably 
wasteful. Four years later, looking at the data from the year 2000, 
the amount that Medicare authorized for drugs had more than dou- 
bled to $5 billion. We looked at $3.7 billion, and even the conserv- 
ative estimate, the catalog estimate, we found was double what we 
found in terms of waste — possible waste for the government was 
$900 million and possibly as much as $1.9 billion. So every day, 
every month, every period that we don’t solve the problem, the 
problem gets bigger, and the Medicare expenditures rise. Thank 
you. 

[The prepared statement of George F. Grob follows:] 



41 


Prepared Statement of George F. Grob, Deputy Inspector General for 
Evaluation and Inspections, Office of Inspector General, HHS 

Good morning Mr. Chairman. I am George Grob, Deputy Inspector General for 
Evaluation and Inspections, Department of Health and Human Services. I am here 
today to discuss Medicare payments for prescription drugs. 

Medicare pays too much for prescription drugs — more than most other payers. 
The method it uses to determine the amount to be paid is flawed. In fact, it makes 
no sense at all. It allows the price to be set arbitrarily by drug manufacturers, not 
the marketplace. Their published wholesale prices for many drugs are far above 
what suppliers and physicians actually pay for them. This allows physicians, for ex- 
ample, to make substantial profits from the drugs they administer during the course 
of treatment in their offices. For the year 2000 we found that Medicare’s authorized 
payments for 24 leading drugs were $887 million more than actual wholesale prices 
available to physicians and suppliers and $1.9 billion more than prices available 
through the Federal Supply Schedule. Until the system is changed, Medicare and 
its beneficiaries will continue to pay excessive amounts for prescription drugs; and 
the amount of excessive payments will increase every year. 

medicare coverage and payments for prescription drugs 

Medicare’s coverage of outpatient drugs is limited primarily to drugs used in di- 
alysis, organ transplantation, and cancer treatment. Medicare also covers certain 
vaccines and drugs used with durable medical equipment such as infusion pumps 
and nebulizers. However, Medicare’s total payments for prescription drugs have 
risen steadily over the past decade. In 1992, Medicare paid about $700 million for 
prescription drugs; by 2000, it paid $5 billion. Between 1999 and 2000 alone, pay- 
ments increased by $1 billion. This rapid growth illustrates the necessity of ensur- 
ing that Medicare pays reasonable prices for the drugs it covers. 

Physicians and suppliers purchase these drugs, administer or provide them to 
Medicare beneficiaries, and then submit a bill to Medicare for reimbursement. In 
general, Medicare reimburses physicians and suppliers for 95 percent of the average 
wholesale price (AWP) published by the drug manufacturers. Of this amount, Medi- 
care beneficiaries are responsible for a 20 percent coinsurance payment. 

EXCESSIVE PAYMENTS 

Over the past 4 years, the Office of Inspector General has produced a number of 
reports, all of which have reached the conclusion that Medicare and its beneficiaries 
pay too much for prescription drugs. Although it might be sufficient for me to quote 
only from our most recent studies, I would like to summarize all of our work here, 
because it demonstrates the consistency of our findings and the relentless growth 
of the problem. 

A table summarizing the results of our reports is provided on the next page, fol- 
lowed by a more detailed description. 


Summary of OIG Medicare Prescription Drug Reports 


Year of Report 

1997 

1998 

2000 

2000 

2000 

2001 

2001 

Drugs Reviewed ... 

22 drugs 

34 drugs 

5 ESRD 
drugs 

Albuterol 

24 drugs 

Albuterol 

24 drugs 

Year Reviewed 

Medicare Expendi- 
tures for Re- 

1996 

1997 

1998 

1999 

1999 

2000 

2000 

viewed Drugs ... 
Excessive Pay- 
ments Based 

On: 

$1.5 billion 

$2.1 billion 

$379 million 

$246 million 

$3.1 billion 

$296 million 

$3.7 billion 

VA 

Catalogs 

Medicaid 

Beneficiary Share 
of Excessive 

$447 million 

$1 billion 

$162 million 

$42 million 

$209 million 

$120 million 

$1.6 billion 
$761 million 
$425 million 

$264 million 
$245 million 

$1.9 billion 
$887 million 

Payments 

$89 million 

$200 million 

$32 million 
$8 million 

$42 million 
$24 million 

$320 million 
$152 million 
$85 million 

$53 million 
$49 million 

$380 million 
$177 million 
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Drugs in general 

In December 1997, we released a report which compared Medicare payments for 
22 drugs to actual wholesale prices available to the physician and supplier commu- 
nities. These 22 drugs accounted for $1.5 billion of the $2.3 billion in Medicare pay- 
ments for prescription drugs in 1996. The wholesale prices were computed using 
catalogs from drug wholesalers and group purchasing organizations which sell drugs 
to physicians and suppliers. 

The report found that Medicare allowances for the 22 drugs exceeded wholesale 
prices by $447 million in 1996. Medicare paid more than the available wholesale 
price for all 22 drugs under review. For more than one-third of the drugs, Medicare 
reimbursement amounts were more than double the wholesale prices available to 
the physician and supplier community. 

We followed up this report in November of 1998 by comparing Medicare allow- 
ances for prescription drugs to prices available to the Department of Veterans Af- 
fairs (VA) and several other Federal agencies through the Federal Supply Schedule 
(FSS). (The supply schedule provides agencies lie the VA with a simple process for 
purchasing commonly-used products in various quantities while still obtaining the 
discounts associated with volume buying. Using competitive procedures, contracts 
are awarded to companies to provide services and supplies at the FSS prices over 
a given period of time.) This report included 34 drugs which accounted for $2.1 bil- 
lion of the $2.8 billion in Medicare spending for prescription drugs in 1997. 

We found that Medicare and its beneficiaries would have saved $1 billion in 1998 
if the allowed amounts for the 34 drugs were equal to prices obtained through the 
FSS. The potential savings for just one drug, leuprolide acetate, accounted for over 
$275 million. Medicare paid more than double the VA for 14 of the drugs. Overall, 
it paid between 15 percent and 1600 percent more than the VA for each of the 34 
drugs. The biggest difference was for the drug leucovorin calcium, with a VA price 
of $1.18 and a Medicare price over $20. 

In January of this year, we released another report comparing Medicare reim- 
bursement to prices available to the physician/supplier community, the Department 
of Veterans Affairs, and Medicaid. This time, we studied the prices for 24 drugs 
which represented $3.1 billion of the $3.9 billion in Medicare drug expenditures in 
1999. 

We found that Medicare and its beneficiaries would have saved $1.6 billion for 
these 24 drugs by paying the VA’s Federal Supply Schedule price. For half of the 
drugs, Medicare paid more than double the VA price. The savings would have been 
$761 million a year by paying the actual wholesale prices available to physicians 
and suppliers. For every drug in our review, Medicare paid more than the wholesale 
price available to physicians and suppliers and the VA Federal Supply Schedule 
price. For example, Medicare reimburses $43 for 10 mg of the drug doxorubicin, 
more than four times the wholesale price of $10. The VA pays even less, with a Fed- 
eral Supply Schedule price of $6.29. We also found that Medicare would have saved 
over $425 million or almost 15 percent a year for the 24 drugs by obtaining rebates 
similar to the Medicaid program. 

We have recently updated the findings of this report with more current drug pric- 
ing information. We found that Medicare would have saved $1.9 billion of the $3.7 
billion it spent for 24 drugs in 2000 if the drugs were reimbursed at prices available 
to the VA. Over $380 million of this savings would directly impact Medicare bene- 
ficiaries in the form of reduced coinsurance payments. In some cases, the VA price 
for a drug was less than the amount a Medicare beneficiary would pay in coinsur- 
ance. More conservatively, Medicare and its beneficiaries would save $887 million 
a year by paying the actual wholesale prices available to physicians and suppliers 
for these 24 drugs. Beneficiaries would pay over $175 million less in coinsurance 
if Medicare paid for these drugs based on catalog prices. The potential savings to 
both Medicare and its beneficiaries is probably higher, assuming data for all Medi- 
care drugs is similar to that for the 24 we analyzed. 

Nebulizer and End Stage Renal Disease (ESRD) Drugs 

In addition to our reports summarizing a number of drugs, we have also produced 
targeted reports on specific nebulizer and end stage renal disease (ESRD) drugs that 
Medicare covers. 

In June 2000, we released a report which looked at Medicare’s reimbursement of 
albuterol, a drug used with a nebulizer to treat asthma, emphysema, and other res- 
piratory problems. Albuterol is one of the top drugs covered by Medicare, with more 
than $250 million per year in Medicare allowances. This report updated the findings 
of several of our prior albuterol studies, all of which noted that Medicare’s reim- 
bursement amount exceeded prices available through other sources. 
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We found that Medicare paid nearly double the Medicaid payment amount and 
almost seven times what the VA pays for one milligram of albuterol. Furthermore, 
nearly every pharmacy we contacted sold generic albuterol at prices less than Medi- 
care paid for it. According to our survey results, consumers could go to popular drug 
stores across the country and buy a monthly supply of albuterol for around $95. For 
the same monthly supply, Medicare and its beneficiaries would pay a total of $118, 
with Medicare paying $94 and the beneficiary paying the remaining $24. The VA’s 
entire monthly payment of $17.50 for albuterol is less than just the beneficiary’s $24 
coinsurance payment under Medicare. We calculated that Medicare could save be- 
tween $47 million and $209 million per year by setting prices for albuterol equal 
to those available through these other sources. 

Once again, we have recently updated this report with new pricing data. Prelimi- 
nary findings show that VA prices for albuterol have decreased since last year. The 
VA price for albuterol has fallen by more than 50 percent over the last 3 years, from 
$0.11 per mg in 1998 to $0.05 per mg in 2001. During the same time period, Medi- 
care’s reimbursement amount (based on reported average wholesale prices) has re- 
mained constant at $0.47 per mg. 

In 2000, published wholesale acquisition costs for albuterol ranged from $0.09 to 
$0.18 per mg. These wholesale acquisition costs were provided by manufacturers to 
drug compendiums such as Red Book. The Medicare reimbursement rate of $0.47 
per mg was anywhere from three to five times the wholesale acquisition costs re- 
ported by manufacturers. 

Recently, we have begun to look at who actually supplies albuterol to Medicare 
beneficiaries. We found that Medicare reimbursed more than 6,500 pharmaceutical 
suppliers for albuterol claims in 2000. However, less than 3 percent of these sup- 
pliers (184) accounted for approximately 80 percent of albuterol reimbursement. 
Each of these suppliers had over $150,000 in paid Medicare claims for albuterol last 
year. Thirty-four of these suppliers were each responsible for more than $1 million 
in Medicare reimbursement for albuterol in 2000, with five having between $11 mil- 
lion and $35 million in reimbursement. Thus, the vast majority of the albuterol sup- 
plied to Medicare beneficiaries was provided by suppliers that purchase and bill for 
a large quantity of the product. We believe that suppliers that purchase albuterol 
in such large quantities are likely to receive volume discounts similar to those pro- 
vided to the VA and other large purchasers. Our work in this area is continuing. 

Also in June 2000, we released a report comparing Medicare payments for ESRD 
drugs to those of the VA and Medicaid. We focused this inspection on five drugs 
used by renal dialysis facilities to help treat renal failure. These five drugs ac- 
counted for $379 million in total charges to Medicare in 1998. 

We found that Medicare paid between 37 percent and 56 percent more than the 
VA for these drugs. Medicare would have saved up to $162 million in 1998 if they 
paid the same amount as the VA for the five drugs. Furthermore, Medicare paid 
between 5 percent and 38 percent more than Medicaid. Medicare would have saved 
as much as $42 million in 1998 by using Medicaid reimbursement amounts. 

FLAWED PAYMENT METHOD 

Our reports have shown time after time that Medicare pays too much for drugs. 
Why does Medicare pay so much? We believe that it is because Medicare’s payment 
methodology is fundamentally flawed. By statutory requirement, Medicare’s pay- 
ment for a drug is equal to 95 percent of the drug’s average wholesale price (AWP). 
However, the AWPs which Medicare uses are not really wholesale prices. 

For the most part, AWPs are reported by manufacturers to companies that com- 
pile drug pricing data, such as First DataBank and Medical Economics which pub- 
lishes the Red Book. As our reports have indicated, the published AWPs that Medi- 
care uses to establish drug prices bear little or no resemblance to actual wholesale 
prices available to physicians, suppliers, and large government purchasers. 

Aside from the obvious problem of inflated AWPs resulting in inappropriate Medi- 
care payments, the use of AWP also has other potential adverse side-effects. For in- 
stance, because physicians and suppliers get to keep the difference between the ac- 
tual price they pay for the drug and 95 percent of its AWP, this “spread” can serve 
as an inducement for suppliers or physicians to use one brand of drug product over 
another. Thus, publishing an artificially high AWP can be used as a marketing de- 
vice to increase a drug company’s market share. Such a tactic would increase the 
profit of the suppliers or physicians who purchase the drug because, while not pay- 
ing the artificially inflated AWP amount, they can bill Medicare for it and get paid 
at that inflated amount. While the published AWP does not increase the amount 
the manufacturer receives for each unit of the drug product, it may induce an in- 
crease in market share because of the higher profits made by physicians and sup- 
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pliers. This in turn increases the profits of the drug company. All of this occurs at 
the expense of the Medicare program and its beneficiaries. 

For the drug albuterol, the spread is so large and Medicare reimbursement so lu- 
crative that mail-order pharmacies have been tempted to capitalize on the difference 
by making illegal kickback payments to durable medical equipment suppliers for pa- 
tient referrals. A civil settlement totaling $10 million has been reached with one 
pharmacy that succumbed to this temptation. 

physicians’ concerns 

Some physician groups have raised concerns about Medicare’s attempts to lower 
reimbursement for prescription drugs. For example, some oncologists nave stated 
that Medicare does not adequately reimburse physicians for the practice costs asso- 
ciated with providing treatment to cancer patients. These physician groups say that 
overpayments for prescription drugs simply make up for inadequate payments for 
their practice costs. 

We agree that physicians need to be properly reimbursed for patient care. How- 
ever, we do not believe that the payment of artificially inflated drug prices is an 
appropriate mechanism to compensate them. We do not think that the decision as 
to how much Medicare pays for physicians’ practice costs should be made by them 
or by drug manufacturers. The Medicare program or the Congress should have re- 
sponsibility for this calculation. We certainly do not believe that the basis for their 
compensation and medical practice expenses should be artificially inflated, mis- 
leading, and mis-named average wholesale prices. 

The Medicare program already has a procedure for determining and the amount 
of paying physicians for their practice costs. If the current calculations are incorrect, 
they should be modified. Physicians deserve fair reimbursement for their valuable 
services. There is no reason to resort to a make-believe process to accomplish this. 

OPTIONS FOR REFORMING THE PAYMENT SYSTEM 

There are a number of options for revising Medicare’s drug reimbursement meth- 
odology. We recognize that there may not be one perfect solution to solving all of 
Medicare’s drug pricing issues. However, we believe these options provide reference 
points for considering how to reform the Medicare drug payment system. 

A few general remarks are in order before discussing specific options. First, some 
of the options offer a way to calculate a base amount for Medicare reimbursement. 
These include using the Federal Supply Schedule, the average manufacturer’s price, 
or the AWP, for example. For each such option, additional sub-options are possible. 
One would be to set Medicare prices at a fixed percentage above or below the base. 
For example, Medicare currently has its payment rate set at 95 percent of AWP. 
That percentage could be dropped. Alternatively, if the Federal Supply Schedule 
were used as a base, then Medicare’s payment could be set at, say, 105 or 110 per- 
cent of this number. 

Second, the options are not necessarily exclusive of one another. In the Medicaid 
program, most States set payment rates at a percentage below AWP, but they also 
get rebates from manufacturers. The same could be done for Medicare. Another ex- 
ample might be basing Medicare payment rates on average manufacturer prices 
(AMP) (used for calculating rebates in the Medicaid program), but making upward 
or downward adjustments on the basis of surveys of amounts paid by of large insti- 
tutional health care providers such as hospitals or managed care organizations. 

Each option has its own advantages and disadvantages. Some things to consider 
when comparing them are: the cost of gathering data to set the base, the reliability 
of the data, the time needed to collect and analyze it; how easily it can be gamed 
or misrepresented. 

Logistical considerations are important too, such as: who will collect and analyze 
data, who will propose the Medicare payment rate, and how often this will be done; 
how will the underlying data be verified, by whom, and how often; what method will 
be used to periodically update the payment amounts, and how frequently will this 
be done. 

Finally, some broader principles and concerns need to be addressed, such as: how 
proprietary data will be protected; the consequences of drug manufacturers, sup- 
pliers, wholesalers, and medical care providers not providing the needed data or 
misrepresenting it; ways to minimize the burden of public reporting associated with 
data collection; the need for, nature of, and length of a transitional phase in intro- 
ducing the new payment method; and whether any adjustment is needed in the 
practice cost component of Medicare’s physician payment rate. 

Keeping these factors in mind, the following options may be considered for reform- 
ing Medicare’s drug payment method: 



45 


1. Authorize a commission to set payment rates. A commission could be es- 
tablished similar to MEDPAC, which recommends rate increases for Medicare hos- 
pital and physician payments and analyzes prices and economic trends. Such a com- 
mission could recommend a periodic update of Medicare prices based on a market 
basket of drugs, including any new drugs. It would be granted authority to require 
manufacturers to provide them with drug wholesale prices, but would not disclose 
any of the proprietary data collected from manufacturers. 

2. Calculate national estimated acquisition costs based upon the average 
manufacturer prices (AMP) reported to the Medicaid program. The Centers 
for Medicare & Medicaid Services (CMS) could calculate reimbursement rates using 
AMP and send these rates out to the Medicare carriers. Average manufacturer 
prices are currently reported to CMS under the drug rebate program, and they more 
accurately reflect the prices paid by drug wholesalers to manufacturers. If this op- 
tion were used, it would eliminate the need to go to the manufacturers for more 
pricing information. This option would require legislation to allow Medicare access 
to AMP data. Prior to this option being implemented, it would be useful to clarify 
or refine certain definitions. We also believe an initial, intensive effort should be 
made to audit AMP data reported by manufacturers to validate its accuracy. We es- 
timate that in the year 2000 Medicare and its beneficiaries would have saved $1.4 
billion of the $3.7 billion spent on just 24 drugs if reimbursement for the drugs had 
been based on AMP. 

3. Collect more accurate average wholesale prices from drug pricing cata- 
logs or other sources. This option would entail requiring manufacturers or whole- 
salers to provide their pricing information or catalogues to an appropriate commis- 
sion or federal agency. Protection of the confidentiality of proprietary data could be 
guaranteed in the authorizing statute. 

4. Increase the discounting of the published AWP. If this option were used, 
a provision would be needed to prevent manufacturers from just raising AWP by 
an amount greater than the newly discounted rate. 

5. Base payment on physician/supplier acquisition costs. This option would 
require obtaining invoices of actual payments made. Payment could not be based 
solely on the listed invoice price as that price often gets discounted by rebates and 
volume discounts. Net cost would need to be obtained and this might be difficult 
because many of the manufacturers rebates are not calculated until the end of the 
year. Additionally, since Medicare would be reimbursing drugs based on cost there 
would be little incentive to get the best price. 

6. Establish manufacturers’ rebates similar to those used in the Medicaid 
program. A Medicare rebate program could be modeled on Medicaid’s program. 
However, if a Medicare rebate program were used in conjunction with, instead of 
as a replacement for the current AWP system, then the rebates should be based on 
AWP rather than the AMP used by Medicaid. This would minimize manufacturers’ 
incentives to inflate AWP because rebates would increase as AWP increased. 

7. Create a fee schedule for covered drugs based on the Federal Supply 
Schedule negotiated by the Department of Veterans Affairs. The payment 
amounts could be set at the Federal Supply Schedule price or that price plus a cer- 
tain percentage. 

8. Use CMS’s inherent reasonableness authority. This authority allows CMS 
to reduce its payment rates if it can be shown that payment amounts are excessive. 
A recent study by the General Accounting Office (GAO), mandated by the Congress, 
found this authority to be appropriate, and it supported some recent studies per- 
formed by CMS in its proposed used of it. According to the law which mandate the 
GAO study, the inherent reasonableness authority may be used as soon as CMS pro- 
mulgates regulations for it. 

9. Use competitive bidding. The CMS currently has the authority to dem- 
onstrate the efficacy of competitive bidding for medical supplies. The demonstrations 
have already proven that inhalation drugs can be obtained at prices lower than 95 
percent of AWP. A statutory amendment to make general use of this authority 
might be appropriate, at least for some categories of drugs, particularly those which 
are provided by a small number of suppliers or by mail-order firms. 

CONCLUSION 

There can be no doubt that Medicare pays too much for prescription drugs. This 
finding has been confirmed year after year. At the same time, Medicare payments 
overall, including excessive amounts, are increasing substantially. This adversely af- 
fects the Medicare trust fund and Medicare’s beneficiaries, who are responsible for 
20 percent of the bill. While no payment method will perfectly address all conceiv- 
able technical problems, many options are available that are superior to the current 
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payment method, with its misleading nomenclature and artificially inflated prices. 
Currently, Medicare payments are being set not by the Medicare program but by 
drug manufacturers and indirectly by health care providers. Until this problem is 
corrected Medicare and its beneficiaries will unnecessarily pay more and more each 
year. 

I hope this testimony has been constructive in explaining the problem and offering 
some ideas for its solution. 

Mr. Greenwood. I thank the gentleman and would note that 
even if we passed legislation that was signed into law tomorrow, 
it’s probably going to take 6 to 9 months to begin to achieve the 
saving just because of the bureaucratic necessities. 

The Chair recognizes Mr. Zachary Bentley, President of Ven-A- 
Care Inc., for your testimony, sir. 

TESTIMONY OF ZACHARY T. BENTLEY 

Mr. Bentley. Mr. Chairman, members of the subcommittee, good 
morning. I am Zachary T. Bentley. For the last 13 years, I’ve been 
an officer and a business manager of Ven-A-Care of the Florida 
Keys, a small pharmacy located in Key West, Florida. Early on, I 
was shocked to receive a payment from Medicare for the infusion 
cancer drug Leucovorin that exceeded our costs by approximately 
1,000 percent. 

Mr. Greenwood. Mr. Bentley, could you pull the microphone just 
a little closer, please? 

Mr. Bentley. The tenfold profit on this drug being paid for by 
Medicare was so excessive that the beneficiary’s 20 percent copay- 
ment actually exceeded the cost of the drug to Ven-A-Care. 

I attempted to return the payment, only to learn that the Medi- 
care carrier did not believe it had made a mistake. The prices used 
by Medicare, Medicaid and many private health insurers for setting 
drug reimbursements are the prices reported to those entities by 
drug manufacturers. We have discovered that some, not all, drug 
manufacturers report falsely inflated prices so that their customers 
will reap exorbitant windfall profits. 

In 1991, Ven-A-Care was solicited to enter into a physician joint 
venture designed to split the proceeds of such excessive reimburse- 
ments with doctors in a position to prescribe expensive infusion 
drugs to AIDS patients. The venture was crafted by one of the 
country’s largest health care companies, National Medical Care, 
then a subsidiary of W.R. Grace. We were promised by NMC that 
we would become wealthy if we cooperated. We refused because we 
believed that this proposal was nothing more than a kickback 
scheme, which would ultimately lead to overutilization of drugs 
and possibly patient harm. 

National Medical Care then proceeded with the physician joint 
venture on its own and effectively ran Ven-A-Care out of business. 
Later when Ven-A-Care attempted to rebuild its business with a 
focus on oncology drug therapies, we encountered demands that we 
enter into a similar kickback arrangement with oncologists associ- 
ated with yet another large national health care company. Again, 
we declined to participate. Instead, we redoubled our efforts to 
shine the light of day on these shadowy schemes. 

We have worked diligently to educate those who administer 
Medicare and Medicaid programs about this serious problem, in- 
cluding personally briefing the previous HCFA Administrator. We 
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have assisted the HHS Office of Inspector General, the Department 
of Justice, and have prosecuted false claims actions that resulted 
in the government’s nearly $500 million recovery against National 
Medical Care and the more recent $14 million Medicaid settlement 
with Bayer Pharmaceuticals Corporation. We also initiated the 
pending Texas Medicaid false claims action against inhalation drug 
manufacturers Warrick, Roxane and Dey Laboratories. Texas At- 
torney General John Cornyn has joined with us in that case. 

Last year we were subpoenaed by your committee to provide our 
information relating to this drug pricing fraud. The information we 
provided reveals some troubling things. A fraud scheme costs the 
government billions of dollars each year and encompasses not only 
chemotherapy drugs, but drugs used for inhalation, biologicals, IV 
fluids, IV antibiotics, and now it is in the community retail market- 
place. 

Medicare and Medicaid patients are harmed when health care 
providers’ decisions to prescribe and dispense drugs are based on 
profit rather than the best interest of the patient. The fraud adds 
to the spiralling Medicaid drug expenditures that have forced some 
States to curtail other needed public health services. Medicare pa- 
tients are defrauded because their 20 percent copayment alone 
often exceeds 100 percent of the true cost of the drug. 

Americans are being deprived of newer and safer drugs when 
manufacturers inflate price reports of newer drugs to encourage 
physicians to keep prescribing the older drugs. Government pro- 
grams are deprived of the benefits of vigorous price competition 
when expensive drugs become subject to competition by generics, 
other patented drugs or other kinds of treatments. Prices drop in 
the marketplace, but prices reported to the government remain at 
the same level or in some instances actually rise. Those drug man- 
ufacturers making false price representations have effectively 
usurped the right and duty of Congress to determine Medicare 
drug payments and the right and duty of your State legislators and 
Congress to determine Medicaid drug payments. Our existing 
Medicare drug reimbursement system is broken only because some, 
not all, drug companies have chosen to falsely report inflated 
prices. 

And finally, no expanded Medicare drug benefit can successfully 
be implemented unless drug companies are required to tell the 
truth about their prices. 

Thank you very much. I’ll be happy to answer any questions. 

[The prepared statement of Zachary T. Bentley follows:] 

Prepared Statement of Zachary T. Bentley, President, Ven-A-Care of the 

Florida Keys, Inc. 

Mr. Chairman and Members of the Subcommittees: Good morning. I am Zachary 
T. Bentley. 

For the last thirteen years I have been an officer and the business manager of 
Ven-A-Care of the Florida Keys, a small pharmacy located in Key West, Florida. 
Early on, I was shocked to receive a payment from Medicare for the infusion cancer 
drug, Leucovorin, that exceeded our cost by approximately 1000%. The ten-fold prof- 
it on this drug, being paid for by Medicare (80%) and the beneficiary (20%), was 
so excessive that the beneficiary’s co-payment actually exceeded the cost of the drug 
to Ven-A-Care. I thought the Florida Medicare carrier had made a mistake. I at- 
tempted to return the payment, only to learn that the Medicare program in fact as- 
sumed that the cost of Leucovorin was many times greater than the true price avail- 
able to even a small company such as Ven-A-Care. 
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We communicated pricing information about Leucovorin and other drugs which 
we discovered had similar pricing and reimbursement disparities, to the Health 
Care Financing Administration and other federal and state agencies, in an effort to 
alert them to the problem. We learned that the prices used by Medicare, Medicaid, 
and many private health insurance programs for setting drug reimbursements were 
the prices reported to those entities by the drug companies. When the manufactur- 
ers report falsely inflated prices, providers reap exorbitant windfall profits. Those 
windfall profits serve the drug manufacturers as government-funded kickbacks to 
induce the providers to order their drugs. 

I must emphasize, however, that not all pharmaceutical manufacturers engage in 
this nefarious scheme. 

In 1991, Ven-A-Care was solicited to enter into a physician joint venture designed 
to split the proceeds of such excessive reimbursements with doctors in a position to 
prescribe expensive infusion drugs to AIDS patients. The venture was crafted by one 
of the country’s largest healthcare companies, National Medical Care, then a sub- 
sidiary of WR Grace. We were promised by NMC that we would become wealthy 
if we shared drug revenues with the treating physicians, because they would order 
large quantities of pharmaceuticals that cost far less than the reported prices. We 
believed that this proposal was nothing more than a kickback scheme, which ulti- 
mately would lead to over-utilization of drugs and possibly to patient harm, and we 
elected to not participate. National Medical Care then proceeded with the physician 
venture on its own and effectively ran Ven-A-Care out of business. 

Later, when Ven-A-Care attempted to rebuild its business with a focus on oncol- 
ogy drug therapies, we encountered demands that we enter into similar kickback 
arrangements with oncologists associated with yet another large national healthcare 
company. Again, we declined to participate. Instead, we redoubled our efforts to 
shine the light of day on these shadowy schemes. 

We learned that almost every third-party payer, including Medicare, Medicaid, 
the Federal Employees Health Benefits Plan, and most private insurers, relied on 
the drug companies’ representations of drug prices when setting the reimbursement 
amounts paid to providers. It became apparent to us that many drug manufacturers 
reported truthful prices, while others falsely inflated their price reports so that their 
targeted customers — oncologists, urologists, home care companies, ESRD providers, 
DME companies, and others — would be induced by the resulting windfall profits to 
order their drugs. 

We have worked diligently to educate those who administer the Medicare and 
Medicaid programs about this serious problem, including personally briefing the 
previous HCFA Administrator. Ven-A-Care also has taken direct action to stop this 
major hemorrhage of tax dollars. We have assisted the HHS Office of Inspector Gen- 
eral and the Department of Justice and have prosecuted False Claims actions that 
resulted in the government’s nearly $500,000,000 recovery against National Medical 
Care/Fresenius and the more recent $14,000,000 Medicaid settlement with Bayer 
Pharmaceutical Corporation. 

We also initiated the pending Texas Medicaid false claims action against Schering 
Plough’s Warrick drug division, Boehringer Ingelheim’s Roxane drug division, and 
Dey Laboratories. Each of those companies manufacture inhalation drugs used to 
treat severe respiratory ailments. Texas Attorney General John Cornyn has adopted 
our claims, and we are currently assisting him in that litigation. The Texas Med- 
icaid Program has led the Nation in its efforts to secure accurate price reports from 
drug companies by requiring written certification of a range of prices. 

Last year, pursuant to subpoena, we provided to the House Committee on Energy 
and Commerce our documents and other evidence relating to the inflation of price 
reports by certain drug companies. In preparing for my testimony today, I have 
again reviewed the information now in the Committee’s possession. The Committee’s 
commendable oversight and investigative efforts have alerted the Congress and the 
public to the following issues: 

1. ) The evidence reveals that the fraud scheme encompasses a wide range of drugs 

including chemotherapy, inhalants, biologicals, IV fluids, and, IV antibiotics. 
More recent reports reveal that the fraud is also directed at oral drugs reim- 
bursed by Medicaid and which will be the focus of an expanded Medicare drug 
benefit. 

2. ) Falsely inflated drug price representations enrich certain health care businesses, 

including some drug companies, home care pharmacies, oncologists, and inhala- 
tion providers, while cheating Medicare beneficiaries of their current drug bene- 
fits. This shameful fraud levies a cruel tax on Medicare beneficiaries, whose 
20% co-payment alone often exceeds 100% of the true, reasonable cost of the 
drug to health care providers. 
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3. ) This fraud compromises the health and safety of Medicare and Medicaid pa- 

tients. The excessive reimbursements are used as inducements to physicians 
and other health care providers in a position to cause the companies’ drugs to 
be ordered. Oncologists and other providers are thus financially induced by cer- 
tain drug manufacturers to prescribe such vital drugs as chemotherapies, not 
on the basis of what is best for the patient, but based on what is most profitable 
for the medical provider. Such kickback schemes impair independent medical 
judgment and interfere with the physician/patient relationship. A case in point 
involves the prostate cancer drug Lupron, manufactured by TAP Pharma- 
ceuticals, a joint venture between Japan’s Takeda Pharmaceutical Company 
and Abbott Labs. Recently announced criminal indictments of several urologists 
illustrates the seriousness of the problem. 

4. ) The price fraud costs Medicare and Medicaid billions of dollars each year in the 

form of excessive reimbursements and over-prescribing of medications. 

5. ) False, inflated drug price representations effectively deprive Medicare and Med- 

icaid patients of access to medical care because: 

a. ) Seniors are overcharged in their co-payments and thus have less money 
available to purchase other needed drugs not covered by Medicare. 

b. ) Scarce health care program dollars are diverted to fund these overpayments 
and kickbacks that benefit practice specialties in a position to increase drug 
company sales. The Wall Street Journal reported last February 7 that “states 
say the drug-cost component of Medicaid is rising more than 20% annually,” 
forcing states to cut funding for other services. Missouri budget director Brian 
Long told the Journal that Medicaid costs are responsible in part for his 
state’s inability to fund increased costs for school transportation and special 
education. An Ohio budget official said “The rest of state government is dra- 
matically impacted” by rising Medicaid drug costs. Similarly, scarce Medicare 
dollars are diverted and thus not available, therefore, to increase reimburse- 
ments to other practice specialties such as cardiology, surgery, and gyne- 
cology. 

6. ) Certain drug manufacturers and health care provider groups have actively mis- 

led Congress and the Medicare and Medicaid programs in an effort to conceal 
and perpetuate this fraud. Examples include 

a. ) Seeking to deflect scrutiny by contending that Congress and the Executive 
Branch have created a flawed reimbursement system. This argument is spe- 
cious, because the system works well as long as drug companies tell govern- 
ment insurance programs the truth about their prices. If a flaw exists, it is 
the fault of the drug companies who choose to give the government false 
prices. 

b. ) Contending that the inflated reimbursements are needed to defray other pro- 
vider costs not adequately covered. Some health care providers may be justi- 
fied in requesting higher reimbursements. The recent GAO study, however, 
will confirm that the drug companies in question (and I reiterate that not ali 
drug companies are guilty of this practice) have generated exorbitant reim- 
bursement schedules for certain drugs. The scheme benefits only the compa- 
nies and their provider customers, to the detriment of government health in- 
surance programs and patients. These inflated reimbursements are created 
only when a drug company desires to fend off competition; they are not cal- 
culated to cover administration costs, and they far exceed any reasonable 
level of reimbursement. 

c. ) Some health care professionals have stooped to extortion tactics by threat- 
ening that they cannot continue to care for cancer patients if their gravy train 
is derailed. The false premise for this threat is revealed by the fact that those 
same health care professionals were making the drugs available to patients 
before manufacturers contrived to create such lucrative “spreads” to stave off 
competition by other manufacturers. 

I find it offensive that the drug companies that are engaging in these prac- 
tices have tried to conceal their actions while at the same time piously hold- 
ing themselves out as stewards of the public good. In fact, the sub-commit- 
tees’ subpoenaed records reveal that one major drug manufacturer inflated 
price reports for a broad range of cancer drugs while touting itself as Amer- 
ica’s “most admired” pharmaceutical company. 

7. ) The federal government and many states have taken action to improve reim- 

bursement systems by requesting additional price data. For example, California 
often bases payments on manufacturers’ reports of direct prices and submission 
of manufacturer invoices; Texas requires written certification of different kinds 
of prices and costs; many States rely on reports of Wholesaler Acquisition Cost 
rather than AWP; HHS regulations were modified to provide for a federal Med- 
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icaid Upper Limit; and Congress enacted the Medicaid rebate law. Each of these 
efforts, however, has been circumvented and frustrated by certain drug compa- 
nies that falsely inflate any form of price or cost data the government attempts 
to use to set reimbursements. 

8. ) The fraud scheme deprives government programs of the benefits of vigorous price 

competition that occurs when expensive drugs become subject to competition by 
generics, other patented drugs, or other kinds of treatments. Prices drop in the 
marketplace, but prices reported to the government remain at the same level, 
or rise. As a result, Medicare, Medicaid and the public are misled to believe that 
the drugs remain highly expensive when in fact they sell for a fraction of their 
pre-competition prices. The current example of the cancer drug Taxol is illus- 
trative. When Taxol’s patent protection expired recently and a competing ge- 
neric drug entered the market, the prices of both drugs began to fall. Neverthe- 
less, the reported prices remained at the pre-competition level, creating a 
“spread” that is used to market both drugs, and government health insurance 
programs have not benefitted from the reduced (but unreported) prices set by 
the marketplace. It is ironic that there was no “spread” before Taxol had a ge- 
neric competitor, but now a “spread” exists and is used to market both drugs. 

9. ) Those drug manufacturers making false price representations have effectively 

usurped the right and the duty of Congress to determine Medicare drug pay- 
ments, and the right and duty of state legislatures and Congress to determine 
Medicaid drug payments. Increased oversight by the Congress and enforcement 
by the Executive Branch, have resulted in at least two drug manufacturers re- 
porting markedly lower prices to the Medicaid Programs, however, even those 
companies continue to report inflated prices for Medicare purposes. 

After concluding the first stage of its investigation last year, Congress enacted 
legislation requiring the General Accounting Office to investigate and report on the 
true costs of the drugs in question and the expenses incurred by health care pro- 
viders in administering them. The legislation also requires the recently renamed 
Center for Medicare and Medicaid Services (CMS), formerly known as the Health 
Care Financing Administration (HCFA), to review the GAO report when issued and 
take appropriate action with respect to Medicare drug reimbursements. State Med- 
icaid programs already have taken actions based on the results of investigations by 
the Department of Justice and the National Association of Medicaid Fraud Control 
Units, and many of those programs have already reported saving tens of millions 
of dollars as a result. I am hopeful, that after considering the GAO report, CMS Ad- 
ministrator Thomas Scully will take similar action to stop these excessive payments 
that are costing the Nation’s health care systems billions of dollars each year. 

In conclusion, the evidence amassed by the sub-committees demonstrates without 
doubt: No drug reimbursement system will succeed unless drug companies tell the 
truth about their prices. Our existing Medicare Drug Reimbursement System is bro- 
ken because certain drug companies lack honesty and integrity. Any expanded drug 
benefit will be doomed to fail if those same companies continue to lie about their 
prices. 

Thank you for the opportunity to bring to the sub-committees’ attention this wide- 
spread, institutionalized fleecing of Medicare, Medicaid and other health care pro- 
grams funded by the American taxpayer. 

I will be happy to answer any questions the sub-committees may have. 

Mr. Greenwood. Thank you for your testimony. 

The Chair recognizes himself for 5 minutes for questions, and 
would refer to document N1 and ask the staff to have that pro- 
jected. That’s the document that was projected earlier. 

Nl. Staff, Nl. There we go. 

Let me start with you, Mr. Bentley, and let us look on that chart 
at Mitomycin. Mitomycin is what kind of drug, Mr. Bentley? 

Mr. Bentley. It’s a chemotherapy agent. 

Mr. Greenwood. It’s a chemotherapy agent. 

Let me understand — let me make sure that I understand and we 
all understand this chart. Your company, Ven-A-Care, the one to 
purchase that drug, at catalog price from the manufacturer would 
pay $180. Is that correct? 

Mr. Bentley. Yes, sir. 
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Mr. Greenwood. Okay. And the Red Book, the document that 
Medicare uses in order to determine the reimbursement to the phy- 
sician, then is posted by the manufacturer at $869.33. Is that cor- 
rect, sir? 

Mr. Bentley. That is the Medicare allowable, which would be 95 
percent of the AWP that is posted in the Red Book. 

Mr. Greenwood. So Medicare pays $869 to the physician for a 
product that he paid $180 for — 95 percent of that? 

Mr. Bentley. Correct. 

Mr. Greenwood. So the overpayment is in the vicinity of 680 
some dollars Medicare is overpaying for that drug? 

Mr. Bentley. Yes, sir. 

Mr. Greenwood. Now, let us look at the impact of that par- 
ticular chemotherapy drug on the patient. The patient’s require- 
ment under Medicare is to pay 20 percent, 20 percent copay. If, in 
fact, the copay was based on the — what was actually paid for the 
product, I would assume that that would be a $36 cost. Is that cor- 
rect? 

Mr. Bentley. Yes, sir. 

Mr. Greenwood. Okay. Instead, the copayment is $173.86, 
which I would calculate is $137 more than the patient should pay 
in copayment. So the patient gets ripped off for $137. And whether 
or not we believe that the oncologists — and I do believe that the 
oncologist needs to recover more than we’re paying him now. I’m 
looking at the patient here. What if the patient doesn’t have the 
$173.86? What if the patient could afford $36 for the treatment, 
but doesn’t have the $173. What happens? 

Mr. Bentley. That’s correct. 

Mr. Greenwood. The patient could conceivably do without treat- 
ment. 

Mr. Bentley. That’s correct. Or other family members may have 
to help pay the successive copayment amount, which only puts a 
burden on other family members when a loved one has cancer. And 
I would also say that Mitomycin is also paid to pharmacies by the 
DMERC’s under Medicare, not just oncologists. 

Mr. Greenwood. Let me pose this question to Mr. Scanlon. Mr. 
Scanlon, the crux of this whole — there is no question that AWP 
system is broken. I’ve talked to every pharmaceutical company that 
I could find. They all agree. I’ve visited my own oncology doctors 
in my county. They agree that the system doesn’t — that the system 
doesn’t make sense as it’s constituted. There is this question of 
whether the oncologists in particular and other providers are 
undercompensated and what we need to spend to pay them fairly. 

Is it your testimony that — what was the figure in your report for 
the overpayment to oncologists for these drugs? What was that 
number? 

Mr. Scanlon. It’s approximately $530 million. 

Mr. Greenwood. $530 million 

Mr. Scanlon. Based on the conservative estimate of 

Mr. Greenwood. $530 million per year, half a billion dollars a 
year just for oncological products. 

And, sir, what does your study reveal as to what it would cost 
to bring oncologists up to the rest of the medical profession in 
terms of the way they’re compensated by Medicare? 
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Mr. Scanlon. There are a number of elements in that. I mean, 
to put the oncologist on par with other physician specialties, first 
of all, there’s the issue of the adjustment of their fees for chemo- 
therapy administration and the substitution of an alternative 
method for the basic method. Restoring the basic method would 
add about $31 million to their payments. 

Oncologists have also raised issues about an adjustment that 
HCFA made in terms of their supplies, and they’ve indicated that 
they believe that HCFA has reduced their supply estimates too 
much in terms of taking the drug costs out of what was reported 
in the survey data used to set up the fee schedule. We don’t have 
a firm estimate of what supply expenses should be. The oncology 
profession has indicated that it should be about double of what 
HCFA uses, which would add another $20 million to oncology pay- 
ments. 

Other issues that they raise, we cannot make an estimate now 
as to what impact that might have on their fees, and as I indicated, 
they might not have a big impact at all because other specialties 
might have the same types of issues, in terms of practice expense, 
keeping pace with changes in practice. 

Mr. Greenwood. My time has expired. The Chair recognizes the 
gentleman from Florida Mr. Deutsch for 5 minutes. 

Mr. Deutsch. Thank you, Mr. Chairman. 

Mr. Scanlon, if I can follow up on that, because I think one of 
the interesting things in your very, you know, insightful testimony 
was really this whole issue of the alternative approach. I mean, 
there’s a clear consensus it’s broken. How do we fix it? I mean, spe- 
cifically, if you can elaborate. You were starting to elaborate in 
terms of the physicians themselves, the reimbursement, the AWP 
reimbursement. I mean, can you offer some specific suggestions to 
us? 

Mr. Scanlon. Well, in terms of the physician payments for 
chemotherapy administration and other services that don’t involve 
a physician directly, to restore the basic method, what it means is 
that you use differences in the resources — the types of inputs — that 
are needed to provide a different service as the basis for deter- 
mining Medicare fees. The alternative method that was used by 
HCFA involved the substitution of historical charges, what physi- 
cians actually charge, and which oncologists have said were based 
on the past and do not reflect current experience or practices in the 
delivery of these kinds of services. So we believe in substituting in- 
formation about actual resources that are required, that HCFA has 
developed through expert panels and may need to update through 
additional expert panels to keep current, but that kind of informa- 
tion is key to put the physician fees on par with 

Mr. Deutsch. If I can follow up on that, your study points out 
almost a 10-to-l differential between hat government — what we 
would save or what Medicare would save if we changed up AWP 
versus switching the physician payment. The oncologist group — 
and I don’t know if they are going to testify to this later, but I’m 
aware of at least a study that they did, not as extensive as yours, 
which was saying it was almost a 1-to-l tradeoff. Have you looked 
at their study, and how do you respond? 
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Mr. Scanlon. We have looked at their study. We have not been 
able to replicate their study, but at the same time we have con- 
cerns about the method of the study. I mean 

Mr. Deutsch. That is obviously a pretty big differential. 

Mr. Scanlon. There is no question about it. There’s a number 
of differences in terms of what we’ve done and what they have 
done. We have built this estimate based upon all the services phy- 
sicians provide, which we think is key to understanding this prob- 
lem. The physician fee schedule is a relative value fee schedule. It 
sets fees for one service based on the comparison of the resources 
required for it versus other services, and it distributes an amount 
of money that we found to be adequate in order to get physician 
participation in Medicare. So that’s the criteria for setting physi- 
cian fees. 

To build an estimate of expenses from looking at individual pro- 
cedures is not nearly the same, because what it ignores is the fact 
that the fees that become paid to a physician includes three compo- 
nents. One is the practice expense component. The second one is 
the physician work component, for which there is no comparable 
sort of accounting cost, and that accounts for over half the fee. And 
the third thing is the malpractice expense component. So in some 
respects it becomes — when you start to look at this as a piece, you 
have the potential of being misled, and it’s much more important 
to look at this in the aggregate. 

Mr. Deutsch. If I can sort of open this up to each of you individ- 
ually, and let me also welcome Mr. Bentley as a constituent. I’m 
glad you made your way up to Florida. It’s not as easy — from Flor- 
ida. It’s not as easy as it used to be. Hopefully that will change. 

But in my opening statement I mentioned what I think in some 
ways is as big, if not the biggest, concern is the substitution based 
on market forces, and we all can, you know, come up with theories 
that it’s going on. Do we have empirical or even anecdotal evidence 
that, in fact, there has been substitution based upon the increased 
spread of particular drugs? I mean, do we have either anecdotal or 
empirical evidence, besides theoretical evidence, which clearly we 
do have? If you don’t know, that’s fine. 

Mr. Bentley. I believe there is evidence that 

Mr. Deutsch. Can you point to anything specific that you’re 
aware of? 

If you can pull the mike closer as well. It gives — I mean, we can 
all see that it should be occurring, or it could be occurring. Obvi- 
ously we hope it’s not occurring. 

Mr. Bentley. This was part of a drug I was referring to in my 
opening statement, which is a new version of an older drug called 
Vepesid, which is 

Mr. Greenwood. Mr. Bentley, why don’t you lift your micro- 
phone up. I know everyone wants to hear you. And make it — speak 
as directly into the microphone as you can. Point it toward 
your 

Mr. Bentley. Okay. This is an internal Bristol-Myers Squibb 
document that shows Etopophos, which is a second-generation 
etoposide that was developed, and they say that it’s clearly supe- 
rior to that of etoposide and for various reasons. And then they go 
on to the next document, where it says, the Etopophos product pro- 
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file is significantly superior to that of etoposide. Now, what they 
were concerned about was there was a big spread already in 
etoposide, so how were they going to market and sell the better, in 
their own words, clinically superior, second-generation drug? 

Now, they admit right here, currently physician practices can 
take advantage of the growing disparity between Vepesid — that’s 
etoposide — list price and subsequently the average wholesale price, 
AWP, and the actual acquisition cost when obtaining reimburse- 
ment for etoposide purchases. If the acquisition price of Etopophos 
is close to the list price, the physicians’ financial incentive for se- 
lecting the brand is largely diminished. 

And they go through some different scenarios. And I can tell you 
right now that the spread differential on etoposide, as was pointed 
out earlier, Medicare is reimbursing approximately $135 for the old 
version of etoposide, and it costs less than $10. And literally we 
have a, quote, clinically superior drug that Bristol-Myers Squibb 
has been unable to market because of the spread on the older 
version of the drug. 

Mr. Greenwood. Your time is 

Mr. Deutsch. Can I just ask a very short follow-up question? 

Mr. Bentley. Sure. 

Mr. Deutsch. And I know my time is expired. I guess I have a 
copy of this, and it’s up there. I’m just curious. You were able to 
ascertain this information through your whistleblower lawsuit. 
How were you able to 

Mr. Bentley. This — I obtained this from the Justice Depart- 
ment, cooperating with them. They obtained this by an OIG sub- 
poena issued to Bristol-Myers Squibb. 

Mr. Greenwood. The time of the gentleman has expired. 

The Chair recognizes for 10 minutes the gentleman from Florida, 
the chairman of the Health Subcommittee, Mr. Bilirakis. 

Mr. Bilirakis. Thanks, Mr. Chairman. 

Mr. Bentley, the Mitomycin that’s on that chart, 40 milligram, 
and the dollar figures attached thereto, how many doses is that? 
Is that one dose? 

Mr. Bentley. Well, that’s one vial. Depending on how it is ad- 
ministered, that could take two or three vials to equate to a dose. 

Mr. Bilirakis. All right. So if it took 2 or 3 vials for one dose 

Mr. Bentley. You multiply all of those figures times 2 or 3. And 
if I can interject to shine some light on some previous remarks that 
were made, the Mitomycin, that AWP, that was established by the 
drug manufacturers, and that is what Medicare is relying on to de- 
termine the reimbursement. And I can tell you I have examined 
tens of thousands of internal drug company documents, and there 
is not one scintilla of evidence that shows that the drug companies 
established an inflated price for Mitomycin in order to offset prac- 
tice expense for oncologists or to give the pharmacists any more 
money. It just — that is not the focus. 

Mr. Bilirakis. So who created the AWP, then? Is it created by 
HCFA, by HHS, by 

Mr. Bentley. It’s been around, sir, for the better part, that I’m 
aware of, about 40 years. And for a great number of those years, 
it’s always worked, and there are still a great number of compa- 
nies, Merck, Lilly, Johnson & Johnson, DuPont, who do not engage 
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in this type of gaming the system. When they make a representa- 
tion about the price of the drug, you may not like it because it may 
be high, but that’s the price they sell it for. 

Mr. Bilirakis. Let me ask you, about the $180 figure which is 
the Ven-A-Care cost. Is HCFA, in your opinion, aware that that’s 
really all that it cost? 

Mr. Bentley. I think they are now, sir. 

Mr. Bilirakis. Mr. Scanlon, are they aware of it? 

Mr. Scanlon. Yes, Mr. Chairman. 

Mr. Bilirakis. Have they been aware of it? 

Mr. Scanlon. They have been aware of it, and last year they did 
take steps to try and change this, but then because of concerns 
raised by providers, they backed off and 

Mr. Bilirakis. Concerns raised by providers to HCFA? 

Mr. Scanlon. About the imbalance between the drug prices and 
the drug administration compensation. 

Mr. Bilirakis. Concern was raised by providers, being 

Mr. Scanlon. Yes, sir. 

Mr. Bilirakis. [continuing] let us say in that case the 
oncologists? 

Mr. Scanlon. Yes, sir. 

Mr. Bilirakis. Mr. Grob, do you agree with that? 

Mr. Grob. That’s correct. 

Mr. Bilirakis. Because concerns were raised by providers, it just 
remained status quo? 

Mr. Grob. The status quo has remained. In fact, the Congress 
required that it remain that way. 

Mr. Bilirakis. That’s what I want to get to. The Congress did 
what? 

Mr. Grob. The Health Care Financing Administration had advo- 
cated making available more realistic drug prices to the carriers, 
but because of the concerns that were raised, the Congress placed 
a moratorium on any reductions in those prices, and it commis- 
sioned the study of the General Accounting Office. 

Mr. Bilirakis. And that’s what we have today. I’m almost 
speechless. 

Is there a substitute or an equivalent drug that will do the same 
job Mitomycin will do? Mr. Bentley? 

Mr. Bentley. I’m not a pharmacist. I’m not — I don’t know. Real- 
ly my expertise is on pharmaceutical pricing and the economics. 

Mr. Bilirakis. Do any of you know? 

Mr. Grob. I don’t know, Mr. Chairman. 

Mr. Scanlon. Nor do I. 

Mr. Bilirakis. Mr. Grob, do you know, can HCFA, the adminis- 
tration, HHS, et cetera, et cetera, can they fix this in a way that 
it should be fixed? You know, and I’m not — I realize this is more 
complex. It’s certainly not a simple situation, but can they fix this? 
Do they have the power to fix this, or does it have to be Congress? 

Mr. Grob. Theoretically, CMS does have the power through an 
authority called their “inherent reasonableness” power, which al- 
lows them to conduct studies to determine what the true prices are, 
and if there is a price that is, as the phrase says, inherently unrea- 
sonable, they can reduce it. However, that’s a very lengthy process 
to conduct the studies. The studies are almost 
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Mr. Bilirakis. Yeah. But then we get the figures up there, the 
7 cents for the one and 94 cents for the $1.20. What kind of studies 
are we talking about? 

Mr. Grob. Well, they would be studies to determine what the 
market prices are, what comparable prices are. 

Mr. Bilirakis. But those are the prices, aren’t they? 

Mr. Grob. We believed for some time that there’s good, strong 
evidence for reducing those prices, and CMS would have that au- 
thority. And, in fact, CMS had the means even just by making the 
prices available to the carriers to do it, but there has always been 
resistance to this. 

CMS to its credit in the past had advocated other ways to deal 
with the high prices e.g., to increase the discount on the AWP, but 
these proposals 

Mr. Bilirakis. I guess my time did expire. I’m sorry, Mr. Chair- 
man. I didn’t notice that. 

Mr. Greenwood. Thank you. 

We are going to collect a dollar for the firefighters of New York 
for everyone who says HCFA for the remainder of this hearing. 

Is the gentleman Mr. Brown available for questioning now? 

In that case, the gentleman from New Jersey Mr. Pallone. He’s 
recognized for 5 minutes. 

Mr. Pallone. Thank you, Mr. Chairman, and, Mr. Bentley, I just 
want to continue with some of these documents in an effort basi- 
cally to show that, you know, companies consider doing what’s 
right, but then they choose to do what’s wrong, so to speak. And 
if I could ask that we successfully look at, I guess, B-l, B-2 and 
B-3, and we’ll start out with B-l, which is an internal Glaxo docu- 
ment. And I just wanted to — you know, Mr. Bentley, if you just 
wanted to comment on that first document in this regard. 

Mr. Bentley. Sure. This is very interesting. Glaxo was the first 
company to market the antiemetic Zofran that’s used to control 
nausea and vomiting in chemotherapy patients. And they had a 
natural monopoly for a number of years, because they had the only 
drug that was FDA-approved for this indication. And in approxi- 
mately 1995, SmithKline came out with a competing drug, not a 
generic, but a drug that was effectively controlling nausea and 
vomiting. And Glaxo noticed that their market share declined dra- 
matically right from the onset of the introduction of Kytril. Now, 
they expected obviously they were going to lose some market share, 
because there was competition in the marketplace. They didn’t ex- 
pect to lose the amount that they had lost so rapidly. And the mar- 
keting department told Glaxo, well, it was an easy answer. Physi- 
cians were actually being courted by SmithKline representatives to 
switch from Zofran to Kytril based on the opportunity to make 
money from Medicare and Medicaid. 

So they came up on some proposals on how they were going to 
level the field and this was an internal memorandum. Obviously 
somebody with some conscience in Glaxo was concerned about the 
ramifications of what Glaxo was proposing to do and that was to 
raise the net wholesale price in AWP, which would effectively in- 
crease the amount paid by Medicare and Medicaid while simulta- 
neously lowering the price to physicians and to specialized phar- 
macies like Ven-A-Care in order to create a spread to compete with 
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SmithKline’s competing product, and that spread that they were 
going to compete with was not their own money. It was the govern- 
ment funds being used to fund a kickback essentially for their mar- 
keting efforts to compete with SmithKline, and they were obviously 
very concerned about what Congress was going to look at. 

Mr. Pallone. This was the second document, right, B-2? Oh, we 
are still in B-l, okay. 

Mr. Bentley. The next document shows what Ven-A-Care re- 
ceived in the mail from Florida Infusion announcing this great rev- 
olution, and that was Glaxo had raised the AWP but lowered the 
price, effectively creating a spread to induce Ven-A-Care and physi- 
cians to go back to Zofran for those that were using the competing 
Kytril. 

Mr. Pallone. Then let us go to B-3. This is the Smith Kline doc- 
ument where, I guess what is it called, Health IQ, where they talk 
about possibly turning Glaxo into Medicare and that that might be 
a reasonable approach but then they worry about the whole indus- 
try going down. Do you want to comment on that? 

Mr. Bentley. Yes. This is interesting because there was actually 
a series of letters written by Health IQ under the letterhead Physi- 
cian Home Care Associates, and they were written to every medical 
director of the Medicare Part B carriers and to the Medicaid med- 
ical directors and they were ostensibly representing themselves as 
this great group that represented home care doctors and phar- 
macies. However, it was nothing more than a lobbying group that 
was being paid for by SmithKline, and if you look at bullet point 
No. 4 it says from the communication received to date the letters 
received by Physician Home Care Associates, ostensibly written on 
behalf of physicians and other health care providers, appear to be 
greatly appreciated by the medical director. That is the Medicare 
Part B directors. A follow-up letter apprising Medicare of an in- 
creasing in Glaxo’s AWP and a proffered discount to purchasers 
which would seem to benefit providers might appear peculiar and 
prompt questions as to the true identity of Physician Home Care 
Associates.” And then they go on that they 

Mr. Pallone. Read that next section. 

Mr. Bentley. Sure. “As a result of these issues raised above, 
Health IQ’s concern that highlighting the difference between the 
actual acquisition cost and the published AWP may not only in- 
crease attention to Glaxo’s pricing practices but may provide the 
impetus for HCFA to implement a system that could impact not 
only reimbursement of antiinfectives but all pharmaceutical and bi- 
ological products. The ramifications could extend well past Medi- 
care to include Medicaid programs also administered by HCFA as 
well as private payers who tend to mimic policies and procedures 
implemented by public payers.” 

Mr. Pallone. Obviously that was the point that they were con- 
cerned that the whole industry was going to go down. 

Mr. Bentley. Absolutely. 

Mr. Pallone. Thank you. Thank you, Mr. Chairman. 

Mr. Greenwood. Thank you. I recognize for purposes of inquiry 
the chairman of the full committee, Mr. Tauzin. 

Chairman Tauzin. Thank you, Mr. Chairman. First let me re- 
spond to concerns that we have somehow questioned the motives 
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of any physicians involved in this payment system. First of all, the 
concerns expressed by oncologists as we have reviewed this matter 
was to the effect that if we did not simultaneously repair the defi- 
ciencies in practice reimbursements under the Medicare system 
while we are curing the unfairness of the system that reimburses 
way beyond the cost of the medicines that are provided to Medicare 
patients that we would be disrupting the provision of health care 
services to patients in America. That is a real concern of this com- 
mittee, and so let me turn quickly to the — I guess to the first ques- 
tion for the GAO. The numbers you have submitted to us is that 
practice reimbursements are about $51 or so million dollars short; 
is that correct. 

Mr. Scanlon. The adjustments that we think should be made 
would approximate that. 

Chairman Tauzin. I understand Mr. Scully is going to put a fig- 
ure of about $48 million or so. It seems the two of you are close, 
but even if you multiply the numbers you have given us by three, 
if you provided reimbursements to the physicians three times what 
you estimate is a shortfall at $150 million, we are still talking 
about overpayments of a billion dollars. So if we correct the over- 
payment problem in the system because of this artificially high 
AWP wholesale price posting, there is ample room, then, to correct 
the deficiencies that you and Mr. Scully have found in the payment 
to physicians for services; is that correct? 

Mr. Scanlon. That is correct. 

Chairman Tauzin. So that in correcting this problem, if we han- 
dle it properly, if we make adjustments for physicians’ practices 
three times as much as you estimate is a shortfall, we could still 
save the system $850 million or more each year in the overpay- 
ments for these drugs; is that correct? 

Mr. Scanlon. That is correct, but I would also note, Mr. Chair- 
man, the changes that we have talked about in terms of imple- 
menting the fee schedule as you have specified do not involve an 
additional expenditure because the fee schedule has been budget 
neutral. If you decide to increase 

Chairman Tauzin. The problem there is it would come out of 
other physicians’ reimbursements. So if we added to that pool, 
three times what you recommended as the deficiencies paid to 
these physicians so that it could be spread out more equitably with- 
out denying other physicians their reimbursements, we would still 
save $850 million to the Treasury in the 

Mr. Scanlon. You could still save considerable money. 

Chairman Tauzin. Let me turn to the other issue that disturbed 
me so much, and I want to tell my friends Mr. Ganske and Mr. 
Norwood that I didn’t make these comments lightly and I stand by 
them. I am looking at the IG report now that is number Q-l. It 
contains some rather chilling language. It says in that report a re- 
view of 22 skilled nursing facilities, that at these facilities $4.8 mil- 
lion out of the $9 million in claims, 53 percent were not medically 
necessary. They went on to say that in addition financial effects we 
noted about overutilization and overpricing were potentially harm- 
ful to the patients. “Medical reviewers who were part of our 
audit” — this is a quote. “Medical reviewers who were part of our 
audit concluded that patients receiving unnecessary infusion serv- 
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ices were placed at undue risk for complications,” and it went on 
to say, “Furthermore, infusion services are invasive procedures 
that are painful and when unnecessary reduce the quality of life.” 

That IG study, did it not, also went on to say that maybe one 
of the inducements for this overutilization was this crazy system 
where overreimbursements were provided for some of these infu- 
sion drugs? 

Mr. Grob. Again, we didn’t tie analytically the two together, but 
the thing that concerns me is that it is in the air. I think where 
we want to be — I think we would all feel better if it just wasn’t 
that big of a possibility. 

Chairman Tauzin. That is the point. Let me try to say it maybe 
a little more accurately, as you have tried to say it, Mr. Grob. The 
fact that these overpayments are there next to the fact that there 
is evidence not only in that study but in one reported by the New 
York Times on May 13, 2001 indicating how much overuse of chem- 
otherapy seems to occur in some cases in the last stages of some 
cancer patients’ lives when there is strong medical evidence that 
the chemotherapy had no effect at all upon the quality of life or the 
treatment of the cancer, that these studies standing out there with 
this overpayment system also present, if nothing else, creates the 
image that something is wrong and that is bad and the notion that 
anyone in this country would be given infusion drug therapies that 
would harm them or could possibly harm them or make life less 
pleasant for them in those last days with a system that overcom- 
pensates for doing that is a juxtaposition that we ought not to per- 
mit. Isn’t that a point in your study? 

Mr. Grob. It is. We feel that we all wish you would not have to 
ask me that question. 

Chairman Tauzin. Exactly, and I am going to quote you. Abusive 
billing arrangements between the skilled nursing facilities and in- 
fusion suppliers resulted in tremendous profits, and here is your 
quote, “which encouraged the overutilization of infusing services 
when no treatment was necessary.” You did tie it together. 

Mr. Grob. Yes. 

Chairman Tauzin. Even if you hadn’t, the juxtaposition of those 
two elements, overutilization where it could be harmful to patients 
and make their lives miserable in the last days and overpricing 
that could possibly encourage it is a situation we should not tol- 
erate; is that correct, sir? 

Mr. Grob. That is right . 

I think the reason we could say that was in that case we found 
representatives, nurses from the infusion company, that were 
screening the nursing home patients as they came into the nursing 
home. So there was actually a presence there. So it went beyond 
mere speculation 

Chairman Tauzin. Again, my apologies to any physician who 
thinks I may have slammed them. My mother is a three-time can- 
cer survivor. I pray at the altar of this medicine that has saved my 
mother’s life. So don’t get me wrong. I love any doctor that I know 
takes his oath seriously and practices it. I defend my own profes- 
sion, the legal profession, against slams whenever they come un- 
fairly, but I don’t defend unscrupulous lawyers, and I will not de- 
fend an unscrupulous system that puts people into this position or 
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creates this image when it should not exist. So I hope that clarifies 
it a bit. The bottom line is we ought not create a system that even 
creates an image that anyone is providing infusion medical services 
to a patient in those kinds of conditions with any kind of connec- 
tion to the fact that there is this availability of huge profits in- 
volved for doing it rather than the needs of that patient and the 
wonderful care and concern that almost every doctor I know pro- 
vides to those patients, and I am talking about the fact that in 
every profession there could be a few bad apples and we ought not 
encourage them. 

Thank you, sir. 

Mr. Greenwood. I thank the gentleman, and the Chair recog- 
nizes for 5 minutes the gentlelady from California, Mrs. Capps. 

Mrs. Capps. I have to acknowledge I am struggling a bit to figure 
out how to pose it. I have two different things I would like to talk 
about, but I am curious, Mr. Bentley, you gave kind of an autobiog- 
raphy in a way, if you will, of your company in the beginning with 
the treatments that you provided and then blowing the whistle, if 
you will, or noticing the discrepancies that you did, and I am curi- 
ous to know — you were squeezed out of — you opted out of certain 
partnerships or relationships that were offered to you. What is the 
status of Ven-A-Care now? 

Mr. Bentley. Right now we spend most of our time trying to 
educate and shine the light on what we feel that are abusive prac- 
tices and abusive reimbursements so that we can hopefully have a 
level playing field some day and go back and do what we have al- 
ways done. 

Mrs. Capps. So you are actually in this business of doing these 
studies or looking into these discrepancies pretty much full time 
now. 

Mr. Bentley. Pretty much full time, yes, ma’am. 

Mrs. Capps. If I could turn to Mr. Scanlon and/or Mr. Grob, I am 
sort of anticipating the testimony of the next panel because you 
have been doing a number of studies that point out what we are 
all sort of flabbergasted to hear today, to have discovered. To me, 
and I know all too personally that it isn’t coincidental that this is 
the field of oncology where we have regulating agencies’ reimburse- 
ment standards that are being set for a field where, because of the 
investments that the Congress has made in the National Institutes 
of Health and other research arenas, cancer treatments that were 
clinical trials 5 years ago are standard today or even 2 years ago. 
That makes a challenge for a regulating agency to come up with 
pricing and all of the scheduling, and I would mention also that 
there have been some discussions about — that oncologists don’t 
have any allowance within their offices for administering for the 
nursing care that goes into this as well and so some of the incen- 
tives for part of our problem come out of what I call the inability 
of our Medicare and Medicaid organizations to keep up with the 
changes, and I would like to have your comment on that. 

Mr. Scanlon. There is no issue that it is a real challenge to keep 
something as complicated as a physician fee schedule up to date be- 
cause we all know that medicine is changing for the better and we 
would not want to have any kind of system discouraged. At the 
same time I think the changes are sometimes not as dramatic as 
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they are portrayed and it is more of an evolution than a revolution, 
and we can keep data more current and keep our systems more in 
line. 

Now, in this regard, in terms of the physician fee schedule, the 
Congress stipulated that specialties could provide information, cur- 
rent information, to allow CMS and previously HCFA to update the 
fee schedule, and some specialties have. The oncologists have not. 
There are standards for the submission of this information in that 
the information has to be representative of the profession, it has 
to be information that is collected from a large enough sample to 
provide a reasonable basis to proceed forward. That is part of this 
and I mentioned we were doing another study to see how informa- 
tion can be updated. 

Another piece is the issue of how has the delivery of a service 
changed in terms of the nursing time, other staff time, supplies 
and other resources? That part needs to be continuously updated 
as well. There are some mechanisms in place. We will be looking 
at those to see how adequate they are. 

But let me go back to another issue you raised, which is that cer- 
tain costs are not being recognized within the system. All costs in 
the data that are available to CMS were recognized. There was the 
one adjustment in terms of supply expenses but all nursing costs 
that were in the data that were available were recognized. It is a 
system that does compensate for some weaknesses by recognizing 
these costs and then trying to allocate all of these costs across the 
different procedures. So we have some faith in the system. We have 
some concerns about how one keeps the data to operate the system 
as timely as one needs, and that is what we are studying at this 
point. 

Mrs. Capps. Just one follow up if I have another minute. You are 
saying that the discipline of oncology, that those associations of 
doctors have not been forthcoming with data that you asked for? 

Mr. Scanlon. In terms of information that we have asked for, 
they have provided some of that. In terms of information they could 
have provided to CMS to allow their fees to be recalculated, they 
have not done so. 

Mr. Bentley. May I add to that question? 

Mrs. Capps. Please. 

Mr. Bentley. There is a drug that came off of patent, Taxol. It 
is a very important cancer drug. It has been on patent for approxi- 
mately 5 years, originally derived from a California tree. So it is 
now being challenged by generic competition. So you would think 
the government would start saving some money because there is 
price competition, and this came across our fax, where this came 
across May 9, the first generic Taxol is introduced in the market, 
and they are already touting the spread, and the manufacturer 
came in with an AWP that was only slightly under Bristol-Myers 
Squibb’s AWP; so the government is not benefiting nor are the pa- 
tients nor Medicare or Medicaid from the fact that there is price 
competition occurring. And I question the fact that for 10 years 
Taxol was on patent and I don’t think any oncologist was refusing 
to give Taxol to patients because there was no spread for those 10 
years. When Bristol-Myers Squibb made a representation about the 
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price, that is what they sold it for. How did Bristol respond to the 
generic competition? 

Here is the next, where you see that Bristol-Myers’ Taxol, they 
lowered their real price in order to meet the competition but they 
didn’t report a lower price to the reporting services, and yet again 
yesterday I got another fax that now then there is a second generic 
that has come onto the marketplace and the prices have dropped 
about another 20 percent in the last 48 hours but yet they put an 
AWP on their generic, exactly the same AWP that IVAX put on the 
first generic. So again Medicare and Medicaid and all the private 
insurers are not going to reap any benefit. And Taxol, the govern- 
ment currently spends, just Medicare, about $250 million a year on 
Taxol. 

Mrs. Capps. It is now standard treatment for breast cancer. 

Mr. Bentley. Correct. 

Mr. Greenwood. The Chair thanks the gentlelady and recognize 
the gentleman from Iowa, Mr. Ganske, for 5 minutes for inquiry. 

Mr. Ganske. Thank you, Mr. Chairman. The area of oncology is 
kind of a special one as it relates to drug expenses because what 
one person may say is medically necessary, another person may say 
isn’t. Let me give you a real life example. You have a patient with 
lung cancer, it spreads to his chest, lymph nodes and to his neck, 
not a very good prognosis. The oncologist tells that patient, you 
know, we could put you on chemotherapy, you have a 30 percent 
chance of responding, and if you do, it may extend your life 2 or 
3 months. Now, is that medically necessary or not? And in addition 
you may not feel very good for some of that time. You know, one 
person may say I don’t think that is — I don’t want to do that and 
another person may say those 2 or 3 extra months with my family 
may mean a great deal to me that I think is necessary. That is how 
difficult it is to make some of these determinations. 

That said, I think I want to thank this panel for being here; Mr. 
Bentley, you in particular for some of the data that you provided 
to us because I agree. I mean I agree with you, Mr. Grob, when 
you say the average wholesale price is a number that is misnamed. 
It is clear that we are not getting real numbers and so when you 
look at — I think this committee should look at the recommenda- 
tions that you make. We co-authorize a commission to set payment 
rates. We could calculate a real rate. We could collect the invoices 
and do a real number if that is what we want to do. But I think 
there is a bigger question that this committee should look at, and 
that is do we want to continue in this way and what are the op- 
tions? What are the options if the Federal Government is going to 
pay for these drugs? Well, we co-pay at cost. We could just pay 
what the invoice says. I mean does anyone want to do that? What 
are the controls on that? Then you can get any type of cost you 
want. 

Okay. We could pay at any true average. That is where you have 
had it in terms of your recommendations. Well, what do you do 
about then a large purchaser who is able to get a discount off that 
true average vis-a-vis a smaller purchaser who doesn’t have that 
kind of leverage? 

And finally, you know, we could just set the prices and, quite 
frankly, I think if you chose the first option of paying at cost, that 
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is exactly what the Federal Government would do because that is 
what it has done on every other aspect of Medicare. So I think that 
whenever we are looking at simply paying at cost or coming to a 
true average, we need to think about this big picture here as well. 
My personal preference at this time is we need to reform this, we 
need to get the actual numbers and then somehow take into ac- 
count the fact that you can’t ask certain smaller purchasers to ac- 
tually take a loss if they cannot achieve the average, and I am not 
sure exactly how we do that. 

Mr. Bentley, do you have any comments? 

Mr. Bentley. Well, I would like to say that the prices that we 
have provided to the committee we think represent those that are 
available to an extremely small provider. Ven-A-Care virtually has 
no buying power, and yet there are much better prices for large 
purchasers and so what we are showing you is just the disparity 
that is occurring between the reimbursement prices and what a 
very small provider is very able to acquire these drugs for. 

Mr. Ganske. So do we throw out the AWP or actually make it 
into a real AWP? 

Mr. Bentley. There are a lot of drug companies that think AWP 
really means something and when they make a representation 
about their average wholesale price that is effectively what it is. 

Mr. Ganske. So for those who are playing the game honestly, it 
shouldn’t affect them that much? 

Mr. Bentley. That is correct. And in fact I don’t think you have 
physicians that are saying we are not going to prescribe or dis- 
pense Lilly drugs or Merck drugs because there is no financial in- 
centive or inducement for us to provide those drugs. I am not 
aware of any evidence of that. 

Mr. Ganske. Mr. Scanlon, have you looked over the IG’s rec- 
ommendations? Do you have any preference in terms of this list of 
ways we could go? 

Mr. Scanlon. I think taking into account market prices, which 
is to recognize the average price being sold, is important. Whether 
it needs to be at the average or somewhat above, to recognize that 
there may be small purchasers who cannot obtain the average is 
the key. And we think that the data that CMS has available would 
allow us to look at that. We did look at small physician purchasers 
in terms of prices they could get and we did a survey of them and 
among the ones that responded and gave us prices, they all could 
get prices that were as good as the discounts that were reported, 
which are catalogue prices, and these catalogues are something 
that any physician can buy from. 

We talked about it as a starting point and the Inspector General 
has talked about it. If you are willing to use the catalogue and pay 
that price, you will get it. If you negotiate, if you can deliver some 
volume, you may get a much better price. I don’t think we are in 
a position where we want to begrudge the providers that get better 
prices and say we have to find a way to get it down to the absolute 
minimum. We are more concerned about the system that is out of 
control at the other end — the price that is being paid by Medi- 
care — which is so far and above the price that is actually being 
paid by even the provider getting it at the highest price. 

Mr. Ganske. Thank you, and thank you, Mr. Chairman. 
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Mr. Greenwood. I thank the gentleman and recognize Mr. Burr 
for inquiry. 

Mr. Burr. Mr. Scanlon, is this something that we have just real- 
ized for the first time that Medicare pays too much for prescription 
drugs? 

Mr. Scanlon. As Mr. Grob indicated, the Inspector General has 
been looking at this for a long time and the conclusion has been 
the same. 

Mr. Burr. Why haven’t we fixed it? 

Mr. Grob. We started it in the mid-eighties but we intensified 
our work a few years ago, in 1997, and we have issued updated 
studies every year since then. 

Mr. Burr. Why haven’t we fixed it? 

Mr. Grob. I can’t hear your question. I am sorry. 

Mr. Burr. Why have we not fixed it? 

Mr. Grob. There have been impediments, including a legislative 
impediment. 

Mr. Burr. It would actually require a legislative fix? 

Mr. Grob. I believe that would be better 

Mr. Burr. Could HCFA have made changes in the past? 

Mr. Grob. CMS could have used its inherent reasonableness au- 
thority to do so. It could have obtained better data and made it 
available. It has tried to do that. 

Mr. Burr. Have you ever looked at any other area of Medicare 
reimbursements and found that people game the system? 

Mr. Grob. Yes. 

Mr. Burr. All areas? Some areas? 

Mr. Grob. Very many areas. 

Mr. Burr. As a matter of fact, we reacted to a number of them 
when we did BBA 1997 

Mr. Grob. Exactly. 

Mr. Burr. Did we get them all right? 

Mr. Grob. We made a lot of them better. 

Mr. Burr. But we got some wrong? 

Mr. Grob. I don’t know which ones you have in mind. 

Mr. Burr. Because in essence we try, like HCFA did, to calculate 
what a proper reimbursement is based upon the delivery of a prod- 
uct and that delivery can change based upon geographically where 
you are in the country, what the rental rate is. There are a lot of 
factors that come into play? 

Mr. Grob. Exactly. 

Mr. Burr. You from the standpoint of the Inspector General’s of- 
fice have come up with nine suggestions as to how we fix it. I will 
attempt to refocus everybody here on the solution because I think 
that everybody here is in agreement that we have a problem. 

Mr. Grob. Yes. 

Mr. Burr. That the average wholesale price is flawed, that we 
have lived with it for way too long, that we have not shown the 
backbone within the agencies that have jurisdiction over it that 
could have done it or within the halls of Congress where we could 
have legislatively fixed it. For whatever reason let us put that be- 
hind us and all agree it is wrong. You have come up with nine sug- 
gestions. Are there any of those that you would highlight more 
than the others? 
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Mr. Grob. Yes. I like the idea of the commission, and that is why 
I put it first. Another one I think would be good would be to use 
the manufacturer’s price that is used in connection with the Med- 
icaid rebates as a source of data. I think it might be more helpful 
if I could give a few general principles that 

Mr. Burr. Go right ahead. 

Mr. Grob. I would agree that I don’t think we need to have the 
bottom amount. I think, as several have mentioned, there is room 
for some play here. I don’t think we should base it on cost. What 
we have done basically with Medicare is move completely away 
from that. Hospital payments were based on cost and we had dou- 
ble digit inflation. And then there was Medicare physician pay- 
ments, and we had very high inflation; so we went to a fee sched- 
ule. We have just gone to a fee schedule in the form of prospective 
payments for nursing homes, home health, and other types of facili- 
ties such as outpatient hospital costs. We have learned our lesson. 
If you go on cost, the actual cost an individual has occurred, you 
immediately come across two problems. One is looking over every- 
one’s shoulder as they write every check wondering exactly what 
it is. And you can never keep up with it. And then if you actually 
could succeed, then no one would care what their costs were be- 
cause they would get reimbursed for them, and that would drive 
the prices up. 

So cost based reimbursement has been the bane of Medicare 
since its existence and we have gradually corrected it in almost 
every area. So I wouldn’t base it on the actual cost the person has 
incurred. I would substitute some kind of a Medicare payment rate 
which I think has to take into account primarily what the market 
is. We have to have some sense of what is going on out there in 
the market. That could be obtained from something like the actual 
manufacturer’s price that, the data that is submitted for the Med- 
icaid program. 

Those dollars are available. They can be audited. They need a lit- 
tle definition. You could do some market surveys, and I think that 
periodically, once a year or so, maybe more frequently, there can 
be a price set, and then that is the price. I would agree with what 
you are saying here. I don’t think we look over a doctor’s office and 
say you can never make a penny on every piece of gauze in your 
office. We know there is some give and take. I think people just 
don’t want it to be very big or be a source of gaming and 
incentivizing. 

Those are some general principles. And out of that you could 
choose one or more of those options, none of which would be per- 
fect, but they all would be better than what we have. 

Mr. Burr. Let me mention — Mr. Scanlon can comment on it and 
also Mr. Bentley — these highlighted solutions to fix an AWP. 

Mr. Scanlon. I concur with Mr. Grob, relying on the market. 
This is one of the few instances where Medicare may be able to rely 
on the market and what other purchasers are doing. Normally 
Medicare is such a dominant purchaser that to say we are going 
to pay what other purchasers pay would distort the market. But in 
the case of prescription drugs right now Medicare is paying for a 
very small share of them and they are easily defined commodities. 
So you are able to specify what you are getting and you are able 
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to look to other purchasers and what their experience is. CMS has 
access to the information it needs. It doesn’t just need an average 
price. It needs to know the circumstances under which buyers are 
getting different prices to be able to set a fee that is going to be 
adequate so that purchasers in different circumstances are able to 
buy drugs and supply them to Medicare patients. 

So using that information, which is market driven and therefore 
I think a reflection of the efficiencies of what a market can 
produce, is key here to setting market prices on a more rational 
basis. 

Mr. Greenwood. The Chair thanks the gentleman and 
recognizes 

Mr. Bentley. Could I just comment briefly? 

Mr. Greenwood. Yes, sir. 

Mr. Bentley. I would like to add that the hallmark of any 
change in reimbursement system has got to be some truth and hon- 
esty from the drug manufacturers because without that any system 
you go to is going to be doomed to fail, and I point to a number 
of Medicaid programs who do not use representations of AWP to 
formulate reimbursement decisions. They use wholesaler acquisi- 
tion costs. California for 12 companies uses manufacturers’ direct 
prices. There is also cases where in some States they are actually 
using invoices that are submitted by providers. So if you have man- 
ufacturers who are willing to make false statements about the 
wholesaler acquisition cost, about the direct prices they are selling 
it to, trumping up invoices so that provider submits an invoice for 
a thousand dollars when in 30 days they receive $500 worth of free 
goods and so they really paid $500, any system is doomed. 

Mr. Burr. Clearly I think the panel would agree, and I appre- 
ciate the Chair’s indulgence, that we have the tools available to us 
to fix the average wholesale price. The question is do we have the 
willingness to fix the average wholesale price? No matter what we 
choose, whether it is option one or nine, we will still be susceptible 
to people who find a way to game the system; correct? 

Mr. Bentley. Absolutely. 

Mr. Burr. We will still need an Inspector General to help us on 
that. 

Mr. Bentley. There has to be consequences for those who choose 
to break the law. 

Mr. Burr. We can do better than what we have. I thank the 
Chair. 

Mr. Greenwood. The Chair thanks and recognizes Mr. Stearns. 

Mr. Stearns. Thank you, Mr. Chairman. I want to lead off with 
the comment that Mr. Burr mentioned that there has to be con- 
sequences. I wonder if the staff could put up on the screen docu- 
ment number F-2, which is dealing with Bayer Pharmaceutical Di- 
vision. Let me say while we are trying to find it that this is an in- 
ternal company e-mail that states — in talking about their competi- 
tion, it is a an e-mail that says, “Chris, if Baxter has increased 
their AWP, then we must do the same. Many of the whole care 
companies are paid based upon a discount from AWP. If we are 
lower than Baxter, then the return will be lower to the HHC. It 
is a very simple process to increase our AWP and can be done over- 
night. Let us talk about this at our meeting at Old Saybrook.” 
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So there we have it pretty clear that Bayer Pharmaceutical Divi- 
sion in this case is working to increase the AWP not based upon 
scientific evidence but based simply upon trying to work out that 
they get paid more, they give the medical providers incentives, and 
of course it works out that the wholesaler gets paid more too. So 
everybody makes it and this continues to go forward. 

Let me ask the staff to put document number 7. This is a docu- 
ment from Baxter. I just read one from Bayer and now I would like 
to read one from Baxter, where they are talking about the AWP 
and they are saying “This price is being promoted by certain manu- 
facturers’ sales forces as a financial incentive to use their product.” 

So here again we have Baxter Pharmaceutical as saying we have 
got to get on board here because people are using this as a finan- 
cial incentive to use their product. They go on to say, “The delib- 
erate manipulation of AWP or WAC prices is a problem that we 
need to address. The spread between acquisition costs and AWP/ 
WAC is a direct profit for customers and is being used to increase 
product positioning in the market by certain manufacturers.” 

So I thank the staff for these documents and I obviously thank 
the staff for what they are doing here and you, Mr. Chairman, and 
the chairman from Florida, Mr. Bilirakis. But on a larger note, Mr. 
Burr touched upon the idea of what can be done. One of the things 
that can be done is to have the Justice Department enforce under 
the antitrust rules what has been accomplished simply in this 
memo. 

Now, this was not a big, big problem at Medicare until the nine- 
ties, but this has been going on for almost a decade. So in a larger 
sense Medicare, HCFA, has been a little bit asleep at the wheel be- 
cause they don’t necessarily — I mean I don’t think you can blame 
Congress totally here because they could have done something like 
Medicaid is doing. Medicaid did something on their own to estab- 
lish a new AWP system where the rebates will be based upon a 
more accurate model. 

So I think, you know, when you come to these hearings, and I 
have been to a lot of them and it is almost numbing to see these 
things, there is a lot of blame to go around, but I don’t think Con- 
gress is totally at fault. I think HCFA should have done something 
about this in the early nineties, and obviously I think the Justice 
Department should have taken examples where Baxter and these 
other pharmaceutical companies were in collusion in trying to raise 
AWP without any reason other than to increase the spread for 
their medical providers to give them incentives. 

So I am always a little bit nonplused to sit here and we talk and 
talk and I say where is there someone that is going to take some 
action on this. 

Another question I have for you, Mr. Grob, you mentioned that 
we could save as much as a billion dollars a year if we stopped this. 

Mr. Grob. I believe at least a billion. 

Mr. Stearns. That goes to a larger question that President Bush 
has mentioned that he wants to reform Medicare to give pharma- 
ceutical help to those who are poor who need this. So here the gov- 
ernment is squandering a billion dollars a year and this could be 
going to beneficiaries who can’t afford pharmaceutical drugs. So 
this is an area where this whole package of reform is what Presi- 
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dent Bush has talked about in the campaign and in the presidency. 
With a simple quick decision by HCFA to move to the Medicaid po- 
sition on this, wouldn’t that solve it immediately? 

Mr. Grob. The Medicaid program is complicated and has two fea- 
tures to it. 

Mr. Stearns. One of your recommendations — but instead of Con- 
gress sitting here and debating this thing, we go through the sub- 
committee and the full committee and the House, what can HCFA 
do tomorrow to make this so that we stop this? 

Mr. Grob. CMS would have its options limited to obtaining the 
most accurate market data it can find and making it available to 
the carriers in setting their prices and reducing them. 

Mr. Stearns. Well, couldn’t they say every pharmaceutical has 
to give us your wholesale price, certify it, and if it is incorrect, you 
will go to jail? Is that 

Mr. Grob. We basically have almost the equivalent of that in the 
Medicaid program, which is why I brought that up. Because of the 
rebate program the manufacturers are in fact required to submit 
that data, the manufacturing price we will call it, to the govern- 
ment, and that data is available. Now, if there were legislative au- 
thority to use it, that would probably be the quickest fix. 

Mr. Stearns. Okay. Mr. Scanlon, anything you would suggest? 

Mr. Scanlon. We believe very strongly that using the data that 
is available through the Medicaid rebate program would be the 
quickest vehicle in terms of trying to improve this pricing because 
it is data that details what manufacturers are selling drugs for 
under different circumstances. There are statutory requirements 
here and Medicare under the Balanced Budget Act must pay 95 
percent of average wholesale prices. Whether that has to be this 
fictional price in terms of what is reported in the Red Book for 
some manufacturers or whether it can be actual average wholesale 
prices is another issue, and that is where I think reasonableness 
authority would be something that the agency could do. 

Mr. Stearns. I want to conclude my statement, if I can have ad- 
ditional 30 seconds in my conclusion here, Mr. Chairman. 

Mr. Greenwood. Without objection. 

Mr. Stearns. Mr. Bentley sent to Dr. Bruce Vladek a memo on 
June 12, 1997, in which he outlined all of this, and I would say, 
Mr. Bentley, there has got to be a place for you in the pearly gates 
up there and if you have any trouble after this hearing call us be- 
cause we are with you 100 percent and appreciate what you have 
done. But I would say to the former Administrator what we have 
here from Bentley’s memo here, which is part of the records I be- 
lieve, shows that we have a scandal like we had with the $400 toi- 
let seats in the military, we have the equivalent of that here in 
HCFA, and I think Mr. Bentley actually showed this photograph to 
the head of HCFA back in 1997, saying, look, your legacy is going 
to be the $400 toilet seat, that this is going to apply to this whole 
problem dealing with AWP. 

Thank you, Mr. Chairman. 

Mr. Greenwood. Thank you, Mr. Stearns. Each of the members 
has had an opportunity to ask — except for Mr. Green from Texas, 
who joins us now and is recognized for 5 minutes to inquire. 
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Mr. Green. Thank you, Mr. Chairman, and I appreciate the ap- 
pearance of our witnesses simply because those of us who are mov- 
ing in and out and representing Intercontinental Airport in Hous- 
ton with Continental Airlines, obviously we have a much bigger 
issue, but I am glad this postponed hearing is taking place, and the 
issue I think is so important because of the criteria that, Mr. Grob, 
you talked about in your testimony, and in your testimony you ref- 
erenced the considerable savings that the Medicare program can 
recognize if they utilize Federal Supply Schedule as the basis for 
prescription drug benefits or reimbursements. A number of us in 
Congress have been advocating this approach for years, not only for 
the few prescription drugs we provide for under Medicare but for 
prescription drugs for seniors as a whole. 

Now I know in this issue seniors may pay more for their 20 per- 
cent co-pay based on this pricing aberration, but generally overall 
would you say that the high cost by using the Federal Supply 
Schedule would benefit not only the issue we are here today about 
but also seniors in general who may not have a prescription plan 
as part of Medicare? 

Mr. Grob. On the surface it would certainly seem to provide a 
lower cost for the beneficiaries. But I would really have to say that 
that really is beyond the scope of other studies that were done be- 
cause there would be other ramifications concerning the market, 
and so I would say on the surface it would have that effect, but 
what the other effects are we haven’t studied. 

Mr. Green. I understand. I was looking at your statement. Again 
I think we have made that issue here in the committee a number 
of times and just by using the Federal Supply Schedule we cannot 
only save the Federal Government maybe a billion dollars under 
Medicare but how many billions do you think we can save the aver- 
age senior citizen who 

Mr. Grob. If you were to use the Federal Supply Schedule 
amounts for the drugs that we looked at, you would save almost 
$400 million a year for the beneficiaries. 

Mr. Green. That is just on the oncology 

Mr. Grob. No. We looked at 24 drugs and I think it was about 
$350 million or more of savings for the co-payment for Medicare 
beneficiaries for the 24 top selling drugs in Medicare, top drugs. 
That included inhalation drugs. 

Mr. Green. That is for the co-payment for those 24 drugs? 

Mr. Grob. Exactly. 

Mr. Green. I know neither of us can extrapolate too well but if 
we would provide that to the gamut of pharmaceuticals that sen- 
iors have to pay that is not subject to a co-pay, they just — if they 
are under regular Medicare, they go down and buy their prescrip- 
tion from their doctor, and the Federal Supply Schedule is much 
less than what I may go down to buy at my pharmacist or my sis- 
ter or mother or father may do. 

Mr. Grob. Exactly. 

Mr. Green. Mr. Scanlon, you admit in your testimony that the 
oncologists are often underpaid by as much as 15 percent, and you 
stated that if we modified the practice expense payments on college 
practices it could increase their reimbursement by 8 percent, or $31 
million. You also reference a modification of the formula used to 
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calculate supply expenses, which would increase oncology practice 
expenses by about $20 million. I understand that the Medicare 
statute requires that any changes to the practice expenses for one 
specialty be budget neutral, therefore if we increase oncology pay- 
ments we would have to cut payments from another specialty, and 
I guess that is — I know I followed my chairman a little bit. If we 
are going to save maybe upwards to a billion dollars in Medicare 
and we should reimburse oncologists 15 percent, can that come out 
of savings or are we going to have to take it from cardiologists or 
other reimbursements? 

Mr. Scanlon. It is your decision whether or not you want to add 
to the pool of dollars that are being paid physicians and whether 
it is going to come out of the savings. One of the important things 
to remember here is that the budget neutrality principle was ap- 
plied at the very beginning, so therefore when the oncology fees 
were calculated, and they are $51 million less than what they 
would have been if a different method would have been used, and 
that $51 million was then spent on other specialty services. And 
some of that $51 million was also earned by oncologists because 
some of their physician services had higher fees associated with it, 
and the $51 million in terms of the overall physician fee schedule 
is about two-tenths of 1 percent. So we are talking about a redis- 
tribution of a very small amount of money. 

Mr. Green. But your testimony is we wouldn’t necessarily by in- 
creasing oncology have to decrease other specialties? 

Mr. Scanlon. No. 

Mr. Green. Thank you, Mr. Chairman. 

Mr. Greenwood. Each of the members has had a round of ques- 
tioning. There are a couple more points that need to be made. So 
we are going to go through a second round for those who want to. 
It is not mandatory. 

The Chair recognizes himself for 5 minutes and would ask the 
staff to bring up chart P-1. I want to go to the question of utiliza- 
tion because we have talked about the way in which savings could 
rendered to the Medicare program and overpayments were made 
just based on normal levels of utilization, but I want to look at 
ways in which the spread and the false AWP payments can affect 
utilization, and let us look at this product here, which is 
ipatropium bromide, which I believe is a therapy for emphysema, 
and similar pulmonary diseases. 

In 1995, when there was no spread on the drug, Medicare paid 
a little more than $14 million in that year. As you can see, as each 
year passes and the spread becomes larger, utilization skyrockets. 
Today, 6 years later, Medicare pays more than $347 million, over 
a third of a billion dollars, for this drug alone. 

Mr. Bentley, I am going to ask you if you could further illu- 
minate this issue. 

Mr. Bentley. Yes, sir. This is an interesting drug because prior 
to 1995 it was a patented drug with no generic competition and 
here again, like the Taxol example, once generics came into the 
marketplace the prices started dropping precipitously; that is, the 
prices to the providers. However, the government, both Medicare 
and Medicaid, has not achieved any savings due to price competi- 
tion and in all likelihood it is kind of a double whammy because 
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we believe a lot of this utilization is directly attributable to the 
spread. 

A case in point, recently Texas, their Medicaid program, based 
on some information Ven-A-Care provided for another inhalation 
drug, albuterol sulphate, where there was a rather large 
spread 

Mr. Greenwood. Perhaps the staff can bring up document P-2. 

Mr. Bentley, [continuing] cut its Medicaid reimbursement in 
Texas. Now, they were cutting their reimbursement, so that would 
affect access to care. I can tell you this. They reduced the prices 
dramatically that they reimburse under the Texas Medicaid pro- 
gram to the real prices in the marketplace. They have not experi- 
enced any access to care issues, and I heard yesterday from an As- 
sistant Attorney General in Texas that not only are they achieving 
the savings by the reduction in the prices, they have also started 
achieving about a 20 percent reduction in the utilization. 

Mr. Greenwood. Mr. Scanlon and Mr. Grob, do you care to offer 
any comments in this regard? 

Mr. Grob. We have done additional work on nebulizer drugs, 
looking at the utilization of those, and based on 1994 data we 
found about $30 million of the nebulizer drugs that were used were 
drugs that should never be used in combination. We also found in- 
stances of amounts that differed from prescriptions. We also had 
amounts that varied from the Medicare guidelines for these drugs. 
So we did find improper utilization and inappropriate utilization of 
these nebulizer drugs when we looked at them. This is primarily 
albuterol. 

Mr. Scanlon. Mr. Chairman, we haven’t studied this beyond the 
issue of pricing, and the pricing gap is the same that we observed, 
and I would note this is the kind of disturbing pattern that we 
have been talking about, increased utilization as the spread in- 
creases, and I would also note that there is some very aggressive 
advertising of these inhalation drugs. 

Mr. Greenwood. Your study, the GAO study that showed rough- 
ly built-in savings that we could achieve only assumed the same 
utilization and it did not, as I understand it, acknowledge savings 
from more of a dynamic scoring, if you will, that would occur if the 
spread was not in fact driving utilization. So when given these two 
charts where we have seen how change in the spread dramatically 
affects utilization, would it be fair to assume that a billion dollars 
is a conservative number because without the incentives driven by 
the spread we would probably see a change in utilization? Is that 
a fair statement? 

Mr. Scanlon. I believe that is a fair statement. We hope it 
would be a change in utilization driven by overutilization declining 
as opposed to genuine access changes as well. 

Mr. Greenwood. The Chair yields back the back his time and 
yields 5 minutes to the gentleman from Florida, Mr. Deutsch. 

Mr. Deutsch. You have a very insightful panel in so many ways, 
and hopefully it is our commitment to follow up on this. I want to 
focus on something we have talked about a little bit, and that is 
what can HCFA do and Medicare do without legislative action? The 
GAO issue today was in response to a Congressional mandate to 
do a comprehensive report on drug pricing before the Centers of 



72 


Medicare and Medicaid Services be allowed to change the payment 
structure for Medicaid drugs. Now that the study has been done 
and we have shown that the average wholesale price is flawed, it 
would seem as if the CMS should be able to go forward and use 
the catalogue pricing data obtained by the Justice Department as 
the basis for drug disbursement. Would you agree with that? Is 
that possible at this point in time? 

Mr. Scanlon. I think it’s preferable to use the information that’s 
available through the Medicaid rebate program, in combination 
with the wholesale catalog discount 

Mr. Deutsch. Right. I guess the question, though, specifically is, 
can they do it now without legislative action? 

Mr. Scanlon. They can do it without legislative action. As Mr. 
Grob indicated earlier, they would do it through the inherent rea- 
sonableness process, which is more cumbersome and over the years 
has resulted in very few changes in prices. 

Now, you did give them expedited authority in the Balanced 
Budget Act to make modest reductions on an annual basis of 15 
percent in prices. So that would be immediately accessible. 

But we’re talking about bigger changes here for a number of 
drugs, and that would take the more elaborate process. Obviously, 
if you provide them further statutory authority, it’s going to expe- 
dite things even more. 

Mr. Deutsch. Right. I guess I would just follow up, though. I 
mean, knowing the legislative process as well as you do, it’s — you 
know, one of the reasons we delegate issues like this is administra- 
tively it’s just a lot easier, especially, you know, in hearings like 
this when we’re clear of what the situation is in the world. 

Mr. Grob, did you want to respond? 

Mr. Grob. I would hope that you would consider legislative ac- 
tion. Our experience has been that for the use of the inherent rea- 
sonableness approach that, actually, that has not been a lot easier 
than the legislative process. For some of the reductions that have 
been made, for example, for Oxygen, an initial attempt was made 
to use the inherent reasonableness, but it ended up getting made 
by the Congress, and that was done pretty effectively and fairly 
timely. Your point is that every means should be used and to the 
extent that there are administrative means those should be used 
right away. But I think the system is so flawed that we need a 
brand new system. 

Mr. Deutsch. Well, let me throw it back. As far as you’re aware 
in either HCFA or in HHS directly, I mean, is this something that 
the policymaker level — has this been presented to policymakers as 
an option for them to implement these changes administratively? 

Mr. Grob. Okay. Sir 

Mr. Deutsch. What is the official, you know, sort of response to 
that? 

Mr. Grob. Well, you’ll have to follow up with Mr. Scully on this 
administration, but certainly our reports have been public and 
have always been written to the administrator of HCFA, now CMS. 
So they’ve always been in the mill, and there have, in fact, been, 
as I’ve said, some legislative proposals from the prior administra- 
tion. So I think it’s been on the table. 
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I think the value of this hearing is the dramatizing and the clari- 
fication. I think the subject takes intense study, and the work that 
went into this hearing has provided that, so that the insights are 
a lot clearer to more people now. 

Mr. Bentley. If I could add, I believe the problem could be rem- 
edied tomorrow if the drug companies that are the culprits who are 
reporting these false prices contacted first Data bank and Red Book 
and submitted new prices, honest prices. And I point to the fact 
that approximately 90 days ago Abbott laboratories did that for 
Medicaid purposes, and there were a number of very important 
drugs where they made representations — I’ll point to Vancomycin, 
one gram as an example — where they were representing the aver- 
age wholesale price of being around $56 per gram. They were really 
selling it for less than $10. 

Now, then, for Medicaid purposes, they initiated a new pricing 
to, First Databank where they repriced some 200 or 300 drugs with 
fairly honest representations. The State Medicaid programs across 
the United States started generating the savings immediately from 
Abbott’s representations and from their actions. 

So all we need is for these companies — maybe the hearing will 
be the impetus for them to have a change of heart and report new 
prices. CMS doesn’t have to do anything. Congress doesn’t have to 
do anything. 

Mr. Deutsch. Let me follow up. Mr. Grob, what about that as 
a solution administratively? Could you or through — actually 
through — could HCFA change the definition of the average whole- 
sale price and then just define it in a different way to — in such a 
way that would basically be the average wholesale price, for that 
matter? 

Mr. Grob. I think the law says “average wholesale price,” and 
I don’t even believe that that phrase uses capital letters. I think 
the people who voted for that law, everyone who cast a vote for 
that law, probably thought it meant the “average wholesale price.” 
So certainly CMS would have it in its authority to define that “av- 
erage wholesale price” to mean what the English phrase means. 
And I think then if they could get the data to back that up, use 
data that’s available, then in fact it could be done. And I do agree 
with what’s been said here by Mr. Bentley about the publication of 
the data. 

Now, these companies have had that option for many years. So 
I hope they do — I hope they do do it very soon. 

Mr. Greenwood. The Chair thanks the gentleman from Florida. 

Mr. Tauzin. 

Chairman Tauzin. Thank you very much, Mr. Chairman. 

Let me mention a solution that didn’t work, so we don’t do that 
one again, the Balanced Budget Act. We said we’d reimburse the 
average wholesale price minus 5 percent, and we all went, we’ll be 
danged; we saved a lot of money. And the average wholesale price 
jumped 10 percent the next year. We didn’t only not save money; 
we lost money. That was a non-solution. 

A number of members have talked about the effect of this system 
on the Medicaid programs of America. In the Medicare program, 
we’re talking about drugs generally that are used in three areas, 
right, and chemotherapy oncology-type drugs, inhalants and some 
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other specialties like urology. In the Medicaid system, it’s wide 
open, isn’t it? 

Mr. Grob. Yes. 

Chairman Tauzin. We’re talking about all drugs. 

Mr. Grob. That’s correct. 

Chairman Tauzin. In fact, Mr. Bentley, you brought a chart for 
a number of my colleague a few months ago. It’s document S-2. I’d 
like to put it up. It’s involving the drug Cefadroxil. And I want to 
look at the Louisiana Medicaid effect. This Cefadroxil — the chart 
indicates what the spread looks like on this drug in Louisiana, 
Pennsylvania, Florida, Michigan, Texas and Ohio. Texas and Ohio 
have apparently done a lot of work, yet the spread is down. They’ve 
got the spread, the difference that the State Medicaid program is 
paying out as opposed to the real price of the drug. 

Mr. Bentley. Yes, sir. 

Chairman Tauzin. They’ve got it down to $16 and $35. But in 
Louisiana the spread on this drug, which costs Medicare $82, be- 
cause of a Medicaid reimbursement of $274.50, is $191. The spread, 
the extra money made by the system to the provider, is more than 
twice as high as the — the spread, the additional profit, is more 
than twice as high as the cost to Ven-A-Care. Is that correct? 

Mr. Bentley. Yes, sir. 

Chairman Tauzin. Let me turn to — anybody have any idea what 
this system is costing the Medicaid systems of America? 

Mr. Grob. Yes. They spend about $16 billion a year, and the last 
time we studied it recently looking at the brand name drugs, we 
calculated a loss of about a billion dollars for the brand names. 
Now, we’re working on the generic drugs right now, hoping to have 
a report 

Chairman Tauzin. So we’re talking not just about the billion in 
savings to Medicare. We’re talking about billions in cost to the 
Medicaid systems of America 

Mr. Grob. Exactly. 

Chairman Tauzin [continuing]. Which is trying to provide medi- 
cine for the poorest of our Nation. 

Mr. Grob. Exactly. 

Mr. Greenwood. Would the gentleman yield for a second? 

Chairman Tauzin. Yes, I’ll be glad to yield. 

Mr. Greenwood. So, on average, since the Federal Government 
pays 50 percent of the cost of Medicaid drugs, would you argue 
that, if we changed the system, that there’s a potential to save 
minimally now a billion and a half dollars to the Federal Govern- 
ment. Is that a fair statement? 

Mr. Grob. I’m sorry. I didn’t quite follow. 

Mr. Greenwood. Given that the Federal Government is pay- 
ing — reimbursing the State Medicaid programs for, on average, 50 
percent of the price, if they’re squandering at least a billion dollars 
additional 

Chairman Tauzin. The chairman is making the point that any 
dollars we save to the Medicaid system, 50 percent is a Federal 
saving. Right? 

Mr. Grob. I’m not sure whether the billion is the total of Federal 
and State or only the Federal part. 

Chairman Tauzin. And it may be much more than a billion. 
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Mr. Grob. As I said, we’ve only done the brand names 

Chairman Tauzin. Let us look at examples of excessive reim- 
bursements with pharmaceuticals by the Louisiana Medicaid Phar- 
macy Program, one I’m very interested in. If we can put — that 
chart is up now. And we can look at one drug — Elkins-Sinn’s drug 
called Leucovorin again. The lowest price according to this report, 
Mr. Bentley, that you’ve seen in the marketplace, the real price, is 
$2.39. 

Mr. Bentley. We actually prepared this chart a couple of years 
ago, and that is why there is the discrepancy between the Leucov- 
orin here of $2.30 and I believe our other chart where it was $1.25. 
Leucovorin has actually gone down in price, yes, sir. 

Chairman Tauzin. But the average Medicare price is $21.70. The 
Louisiana Medicaid reimbursement is $50.34. 

Mr. Bentley. Twice what Medicare was 

Chairman Tauzin. Twice what Medicare is reimbursing. And, 
what, 30 times the price of the drug in the marketplace today or 
more? That’s amazing. 

And you go down the list. I mean, you see another one that 
stands out again, Vancomycin, a price then of 3.45. I don’t know 
what it is today. Medicare was reimbursing it at $9.44. Louisiana 
reimburses at $30.43. How on earth are we going to keep our Medi- 
care programs alive if they’re being drained at that kind of rate? 

Mr. Bentley. That’s correct. 

Chairman Tauzin. In fact, I’ve got a quote from the Wall Street 
Journal about the program in Missouri where they’re saying 
they’ve got the biggest core cuts in their Medicaid program in his- 
tory, and it’s going to affect the amount they can spend on edu- 
cation and other vital State needs because it’s driving the cost of 
the Medicaid system into near bankruptcy. 

Mr. Ganske. Would the gentleman yield? 

Chairman Tauzin. I’ll be glad to yield to my friend. 

Mr. Ganske. Well, Mr. Chairman, we’ve all in the past been 
rather amazed at how cagey those Cajuns down there in Louisiana 
are on the Medicaid program, but I wondered if we could 

Chairman Tauzin. Well, I don’t believe I want to yield to the 
gentleman if he’s going to insult my Cajun but 

Mr. Ganske. I want to tie this, though, to the point that Mr. 
Grob made in No. 2, in how, Mr. Grob, you suggested that maybe 
we ought to look at — in fixing AWP, we ought to look at what Med- 
icaid has done. 

Chairman Tauzin. That’s part of my point. That’s the last place 
we ought to go for advice is what I’m trying to point out. 

Mr. Ganske. Well, maybe that’s not the case, because maybe 
Louisiana is an exception over what has gone on with AWP. 

Mr. Grob. Can I make an important distinction? 

Chairman Tauzin. Yes, please do. 

Mr. Grob. The Medicaid program achieves savings in two dif- 
ferent ways. One of them is that they get discounts off of AWP the 
same way Medicare does, except they generally get more generous 
discounts. Now, that’s not what I was talking about. There’s an- 
other part about Medicaid, which is the rebate program, where the 
manufacturers must return money to the Medicaid in light of the 
expenditures made, and that is the part I was talking about. 
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Chairman Tauzin. That can be instructive. I agree with that. 
But the point I’m making is that the Medicaid reimbursement is 
still worse than the Medicare. That’s the last place you want to go 
for advice on how to set an average wholesale price for the Medi- 
care program. 

And I want to point out something else, too, and that is that if 
we’re going to correct this the obvious place to look for the real 
numbers is in the real marketplace with the numbers, Mr. Bentley, 
you provide for us — you’ve been providing for us as to what Ven- 
A-Care can really buy these drugs for. I mean, we’re talking about 
reimbursing two categories of services: one, the service, the prac- 
tice; and the other, the drugs that are used. In both cases we ought 
to look at the real marketplace, what is the private sector costing 
these two systems. And the government ought to reimburse close 
to those numbers. 

If we don’t — if we are reimbursing $50 for a drug that costs a 
dollar and a quarter, you were telling me, Mr. Bentley, what are 
we, just insane? And are we going to drive these programs to the 
point where they can’t provide the services they were intended to 
provide for citizens of this country? We entitle this effort. I want 
you all to know it. 

I think Mr. Burr came up with the title to this whole effort we’re 
trying to undertake in reforming Medicare and this whole pricing 
system and getting more drug coverage for more Americans. We 
called it Patients First. Patients are last in this program. They’re 
getting killed. 

Mr. Scanlon. Mr. Chairman, I just wanted to note that what we 
are talking about here is trying to use private sector transactions 
and information to try and set Medicare prices on a more rational 
basis. The Medicaid program at the Federal level has the require- 
ment that manufacturers turn over to CMS information on private 
transactions with genuine net prices, not the types of catalog prices 
that we’ve been talking about 

Chairman Tauzin. Well, tell me about Texas. Texas has been try- 
ing to do that, hasn’t it? Mr. Bentley, aren’t you involved in that? 
Aren’t you involved somehow, and isn’t Texas going through 
hellacious problems? And they’re probably leading the country in 
trying to get this straightened out. 

Mr. Bentley. That’s correct. Texas does not rely on prices that 
are submitted to either of the publication services, Red Book or 
First Data bank. They actually go to a certification form, and that’s 
sent directly to the manufacturer. 

Chairman Tauzin. They’re ahead of the rest of the States, and 
they’re having a heck of time, aren’t they? 

Mr. Bentley. That’s correct. And also, unfortunately, when a 
manufacturer makes false representations about their prices, the 
Federal rebate program is not making the States whole for the dif- 
ference. So they are not — the Congressional intent, as I have read 
it, of OBRA 1990, which was the State Medicaid rebate program, 
was to give the State Medicaid programs the benefit of the manu- 
facturers’ best prices. But if you start out with false prices, even 
though they’re giving a rebate back to the States, the States are 
not anywhere close to being at the manufacturers 
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Chairman Tauzin. They’re taking a lot more than they’re giving 
back. Is that right? 

Mr. Bentley. That’s correct. Yes, sir. 

Mr. Grob. One last clarification. What I was referring to in using 
the Medicaid program is that there is a very rich source of data 
that the manufacturers must submit to CMS, not to the States, 
which is their actual manufacturers’ prices, taking into account the 
discounts that have been offered that are maintained confidentially 
by CMS but that are used by them. That source of data, which is 
auditable, is already available. It’s submitted every year, and it re- 
flects the actual prices that the manufacturers are charging for the 
retail sale of drugs. All I was saying is that that data could be used 
as a basis 

Chairman Tauzin. I agree with you. I’m not arguing that. I think 
you’re correct. I think there’s a good wealth of data there. 

My time is up. I just want to make the point again, everything 
we do to correct this problem — and I love the way Mr. Burr focused 
on that, on the different solutions you come up with, because that’s 
really what we’ve got to get to. In every way we correct that prob- 
lem, we’re not only going to save the Medicare program this billion 
dollars; we’re going to save the Medicaid programs of the States 
possibly their life, their function, their capacity to do their job. And 
50 percent of those savings will be inured back to the Federal Gov- 
ernment, because we have a 50 percent responsibility in those 
State programs. I mean, this is very well worth doing, and you’re 
helping us, I think, see our way to it. 

Thank you very much. 

Mr. Greenwood. The time of gentleman has expired. 

Does the gentleman from New Jersey, Mr. Pallone, seek recogni- 
tion? The gentleman is recognized for 5 minutes. 

Mr. Pallone. Thank you, Mr. Chairman. 

I wanted to ask Mr. Bentley to comment on some documents. I 
have a series of documents that were obtained by the committee 
from Glaxo that detail at least part of their marketing strategy 
around the Zofran market. And we have those. Okay. I’d like to 
read, Mr. Bentley, parts of several documents and ask for your 
comments and ask, Mr. Chairman, that the documents in their en- 
tirety be placed into the record if they haven’t been already. 

Mr. Greenwood. I believe they have been, but without objection, 
they certainly will be. 

Mr. Pallone. Thank you. 

The first is a memo dated January 31, 1994 in which this — do 
we have it up there, or should I wait a minute? Oh, it isn’t part 
of that. Okay. All right then. I’m going to have to read this, Mr. 
Chairman. 

The first is a memo dated January 31, 1994, in which this bullet 
point appears: Telemarketers who could sell the reimbursement 
issues with Zofran: Example, because of the contract price on 
Zofran, there is almost a 20 percent spread between doctors’ acqui- 
sition costs and AWP. With the price of Zofran being most likely 
higher than Kytril, it will be to the physicians’ best interest to con- 
tinue to use Zofran. 
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As you can see, Zofran will mean more profit for the physician. 
Oncologists seem to be more business-oriented than most physi- 
cians. This will be an excellent selling point. 

Did you want to comment on that? 

Mr. Bentley. That’s correct. Unfortunately, a lot of manufactur- 
ers’ representatives are going out and marketing their respective 
drugs not based on the efficacy of the drug but what in fact will 
put the most money in either the physician’s pocket or the phar- 
macy’s pocket, and so you have a case where there’s marketing ac- 
tually going on to encourage the utilization of one drug over a com- 
peting drug by using government funds that fund the kickback as 
a marketing mechanism. 

Mr. Pallone. And how common is this kind of telemarketing? 

Mr. Bentley. It is very common. 

Mr. Pallone. Okay. Well, the second 

Mr. Bentley. Especially with the drugs that are at the focus of 
this committee’s interest. I guarantee you that their sales rep- 
resentatives are out pounding their beats every time they’ve raised 
an AWP or they’ve lowered a price. Just like those Taxol examples, 
they get faxes out immediately, followed by telephone calls that, 
hey, our price has gone down in the market. Buy my drug over my 
competitor’s drug. 

Mr. Pallone. Okay. Thank you. 

And then, Mr. Bentley, another of these documents dated Octo- 
ber 15, 1997, was developed in anticipation that a third drug, 
Anzemet, will enter this market. And if I could read a section there 
for you to comment on. 

It says, the package insert includes a warning concerning cardio- 
vascular side effects and describes one episode of complete heart 
block and one death. A bolded precaution supports the warning. 

Now, you’re familiar with the actual competition in the market- 
place between these three drugs that I’ve mentioned. Would you 
say that side effects such as the apparent FDA concern about 
Anzemet play a prominent role in physician choice of drugs? 

Mr. Bentley. I would think that that would be a consideration, 
absolutely. 

Mr. Pallone. But, you know, they’re still competing with regard 
to price. 

Mr. Bentley. That’s right. 

Mr. Pallone. I just — you know, it’s amazing to me when I see, 
you know, some of the things that the committee has uncovered. 
And, again, I want to thank you for all that you’ve done. I appre- 
ciate it. Thanks. 

Mr. Greenwood. The gentleman yields back the balance of his 
time. 

Does the gentleman from Texas seek recognition? 

Mr. Green. Thank you, Mr. Chairman. I have just another series 
of questions for Mr. Bentley. 

Mr. Bentley, you provided us with such an unprecedented view 
of the world of drug pricing, and it’s not obviously a pretty one to 
those of us — who do you blame for this scheme, the drug companies 
or the providers or maybe those of us who passed the Balanced 
Budget Act in 1997 or 1996? 
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Mr. Bentley. I think there’s enough blame that can go around 
for everyone. Certainly, you know, right now, as I’ve said, the man- 
ufacturers that are causing these inflated prices, they have it with- 
in their power to make the price changes immediately so that the 
programs can start achieving these savings that are very much 
needed. I don’t know, other than their motives for profits, why 
they’re not doing that. 

Mr. Green. That’s why people rob banks, too, their motive for 
profit. But later this morning we’re going to hear from the Amer- 
ican Association for Home Care, which is what your company did. 
You’re a home health care company? 

Mr. Bentley. Yes, sir. 

Mr. Green. This witness will say that the infusion companies 
cannot make money if they don’t get the inflated AWP. Is that true 
of your company? 

Mr. Bentley. Well, I can’t say that was absolutely true, because 
our company was merely a pharmacy. We worked in conjunction 
with home health and nursing agencies who actually went out and 
administered the drugs. And I will tell you this, that in Florida 
nursing agencies are paid separately for those services. So if there 
is an issue that a company is not able to hear, again like the 
oncologists get enough money on the professional side, I think that 
is a totally different issue than whether there are false prices being 
reported on pharmaceuticals. 

Mr. Green. Did any of the groups, whether infusion companies 
or doctor/providers — did any of these groups go to the drug compa- 
nies? Have you had any evidence that they asked for increases in 
the AWP so that they could survive or that — something that was 
already readily available? 

Mr. Bentley. Absolutely. There’s evidence in the committee’s 
possession. There’s a Baxter internal memorandum where they 
admit that raising their AWPs was a large part of their negotia- 
tions with two large national home health care companies. We’re 
looking for it now. 

Mr. Green. Okay. And that was already — that’s in the docu- 
ments? 

Mr. Bentley. Yes, sir. 

Mr. Green. Thank you, Mr. Chairman. 

Mr. Bentley. Here it is here. Increasing AWPs was a large part 
of our negotiation with the large home care companies. And, in 
fact, there’s other documents in the committee’s possession where 
there are providers and GPOs that actually go to the manufactur- 
ers and say, we’re going to buy your drugs, our members will buy 
your drugs, and the basis is going to be on the greatest spread, and 
so we’re telling you up front that is going to be the prerequisite as 
to whether we’re going to buy your company’s drugs or not. If you 
have the biggest spread, we’ll buy yours over your competitor’s. 

Mr. Green. Mr. Chairman, do we have a copy of that memo that 
was just up? Is that available? 

Mr. Bentley. Here it is here. H, low price and best spreads. Con- 
tract pricing will be evaluated on lowest price and/or best spread 
between AWP and the contract price for multisource products. 
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This was a GPO document. However, it was in the possession of 
a drug manufacturer who turned it over pursuant to the OIG sub- 
poena. 

Mr. Green. I’d like to see the whole document. I guess that is 
my concern, because I see quoted, and you said it was from Baxter? 

Mr. Bentley. No, sir. This particular document was from 
Gerimed, which is a large group purchasing organization. But it 
was presented — or it was produced under an OIG subpoena, so I’m 
not sure which pharmaceutical company, one of the pharmaceutical 
companies. 

Mr. Green. So your testimony is that 

Mr. Greenwood. Mr. Green, would you yield for a moment? 

Mr. Green. Sure. 

Mr. Greenwood. Would you identify the document in your hand? 

Mr. Green. I was just looking for something that was reflective 
of this. 

Mr. Greenwood. Did you give us the document number? 

Mr. Green. Mr. Bentley must have that. 

Mr. Bentley. It’s probably in this book. I just don’t have the tab. 

Mr. Lockwood. It’s under 0. Either 5 or 6. 

Mr. Bentley. It’s 05. It was produced by Dey Laboratories. 

Mr. Green. So this information is that some of the providers ob- 
viously also worked with the manufacturers to game the system? 

Mr. Bentley. I believe that Dey had this in their possession, be- 
cause Gerimed had told Dey Laboratories that in order for Gerimed 
to consider whether their members would purchase Dey’s products, 
they wanted Dey to know right up front that one of the requisites 
was going to be who was going to provide the biggest spread on 
their drugs. 

Mr. Green. Thank you, Mr. Chairman. 

Mr. Greenwood. The time of the gentleman has expired. 

Does the gentleman from Iowa, Mr. Ganske, seek recognition? 

Mr. Ganske. Thank you, Mr. Chairman. 

Mr. Greenwood. The gentleman is recognized for 5 minutes. 

Mr. Ganske. Mr. Grob, I want to go over your recommendations 
in a little bit more detail. No. 1 says that we could look at author- 
izing a commission similar to MedPAC to set payment rates. Quote, 
it would then be granted authority to require manufacturers to pro- 
vide them with drug wholesale prices. 

Then on No. 2, you say we could calculate the national estimated 
acquisition costs based on average manufacturer prices, AMP, 
which you already testified some on, but you go on to say, we be- 
lieve an initial intensive effort should be made to audit AMP data 
reported by manufacturers to validate its accuracy. 

Mr. Grob. Yes. 

Mr. Ganske. No. 4 says, or we could increase discounting of the 
published AWP. 

The point that I’m getting at is that — or even on No. 6, we could 
establish manufacturers’ rebates similar to those used in the Med- 
icaid. It would minimize manufacturers’ incentives to inflate AWP. 

But, anyway, the point I want to get at is we have to have accu- 
rate data. 

Mr. Grob. Exactly. 
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Mr. Ganske. Now, you mentioned a little while ago that CMS 
has data. How accurate do you think that is? 

Mr. Grob. They don’t have very much. They have some data that 
has resulted from some work with the Justice Department on a 
number of drugs that they were able to make available to the car- 
riers earlier. That data is available — some efforts have been made, 
I think, as Mr. Bentley mentioned, to get some of the drug compa- 
nies to produce more accurate prices in their public documents, but 
systematically the best source of data today is that average manu- 
facturers’ price, the actual manufacturers’ price, which is submitted 
to CMS every year to be used in conjunction with the Medicaid pro- 
gram. That is the best data that is generally available and is up- 
dated, you know 

Mr. Ganske. Well, how do you know that that’s accurate? 

Mr. Grob. We know that it’s not completely accurate. That’s why 
we said that would have to be audited. I don’t know what data we 
could trust right now, except that with that data there already is 
a statutory requirement for it to be submitted to the Department. 
So there is an obligation for it to be done right. 

If the manufacturers don’t tell the truth there, then they have 
submitted false data. And the data then — it does come in regularly. 
So it is much more susceptible to definitions and audits than any 
other source, which comes from a variety of different sources and 
doesn’t come so regularly. It’s the best set that you could work with 
right now. 

Mr. Ganske. It seems to me that, you know — if you use that set 
or whatever, you’re going to have to use actual — you’re going to 
have to use actual invoices at some point to cross-check. 

Mr. Grob. I think that that idea of the commission sort of en- 
compasses that kind of thinking, that basically you would — I think 
you need a baseline of data, and then, if you want to, you can use 
sampling or other means in order to make sure it sounds realistic 
and that it really does reflect things. 

What I was talking about earlier — and I wasn’t meaning to re- 
spond specifically to another comment that you made — I don’t 
think you’d want to do that for each and every payment that each 
and every physician makes each and every time. I think that would 
be overwhelming. But I do think that your point is a good one that 
trying to get some real live market data, at least on a sampling 
basis, in order to see if what you have is real I think is a good idea. 

Mr. Ganske. I’m very interested in this. Because as Congress 
looks at providing increased prescription drug coverage for Medi- 
care, one of my ideas has been that we utilize the State Medicaid 
drug programs and extend that benefit to the qualified low-income 
Medicare beneficiaries, CLMBs, SLMBs and others. It’s clear we 
need to make sure that, you know, that program is utilizing accu- 
rate data as well. 

Mr. Grob. That, by the way, is an excellent point I think, for effi- 
ciency. Because again — laying aside the other part of the Medicaid, 
their use of AWP and this kind of thing, which has the same prob- 
lems if not worse than Medicare in some cases — going back to the 
single data source, I think the point is excellent, because then you 
would have one set of data, which the manufacturers are saying is 
correct, submitting it to the government under a statutory require- 
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ment, subject to audit and review. It forms a good base case for 
anything else you want to do. 

Now, you could then take that base case, you could, say, make 
our percentage higher than that, or something lower. You could 
then test it with some samples. But it gives you a nice centralized 
piece. When we tried to come up with these ideas, we know that 
none of them will work perfectly, but we were looking for some 
practical ideas, something that is within the means to actually do 
it. That one kept emerging as one of the good starting points, if you 
will, for data. 

Mr. Ganske. I thank you. Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman. 

The Chair thanks the witnesses for their 3 V 2 . hours of endurance. 
Your testimony has been extremely valuable to us, and the interest 
has been high. We appreciate your contributions. Thank you, and 
you are excused. 

Mr. Greenwood. Now we call forth Mr. Thomas Scully, the Ad- 
ministrator for the Centers for Medicare and Medicaid Services; 
and we thank you in advance for your forbearance. As has been 
your habit, you have been here for the entire hearing, and probably 
only adding to the agony of waiting is watching the membership 
dwindle from 25 to three. But we look forward to your testimony. 

Mr. Scully. Thank you, Mr. Chairman, Chairman Tauzin, Mr. 
Brown 

Mr. Greenwood. Before you begin your testimony, you’re aware, 
Mr. Scully, that this is a joint hearing between the Oversight and 
Investigations Subcommittee and the Health Subcommittee, and it 
is our practice — the practice of the Oversight and Investigations 
Subcommittee to take our testimony under oath. Do you have any 
objections to testifying under oath? 

Also consistent with the rules of the House and the committee, 
you have the right to be represented by an attorney. Do you wish 
to be represented by an attorney? 

Mr. Scully. I used to be a bad attorney. 

Mr. Greenwood. So saying, I’ll administer the oath. 

[Witness sworn.] 

Mr. Greenwood. You’re now under oath, and you’re recognized 
for your testimony. 

TESTIMONY OF THOMAS A. SCULLY, ADMINISTRATOR, 
CENTERS FOR MEDICARE AND MEDICAID SERVICES 

Mr. Scully. Thank you, Mr. Chairman, for having me. 

I will quickly get to AWP. I’m not sure how much I have left to 
add after that, but a few ideas I hope. 

If I could, just quickly, before I get to that, I just wanted to 
thank a lot of the — you talked about New York earlier, and I’d just 
like to thank the New York hospitals who we spent a lot of time 
working with the last few weeks. I wish we had more people in the 
hospitals. But a lot of you also don’t realize that outside the hos- 
pitals in the bottom part of Manhattan there are also a lot of dis- 
abled people that weren’t getting home health. And since I have a 
chance to publicly, I’d like to thank the home health agencies. The 
Visiting Nurse Association of New York was particularly terrific in 
the last 2 weeks. But I think a lot of the health care problems that 
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weren’t directly related to the World Trade Centers in the southern 
Manhattan have been dealt with incredibly well by the City, the 
State and hopefully with a little bit of help from CMS but with a 
lot of help from some incredibly selfless providers in lower New 
York. 

Second, if I could just before I get into the AWP issue, one issue 
that I’ve become extremely focused on the last 2 weeks since I’ve 
now been at the CMS about 3Yz months has been a problem you’re 
probably going to get to, if not this year certainly next year, which 
is HIPAA compliance. And I’ve recently been extremely focused in 
the last week on the fact that, like it or not, in a year we have to 
have a completely new coding system put in place for all pro- 
viders — Medicare, Medicaid, everyone else. 

I don’t think I’ve talked about it enough since I’ve been on the 
job. I’ve only recently begun to understand what a gigantic mission 
that is, and I think it’s obviously like Nancy -Ann’s mission to focus 
the industry on Y2K; and my predecessor, I think it’s our mission 
in the next year to focus people on HIPAA. And whether Congress 
changes or delays the law or not, we could have a debate about 
that, I’m sure, at a future time. We have a big, big mission in front 
of us with HIPAA in the next year, and I intend to — in every 
speech I give and every time I testify or talk about it, if nothing 
else, raise the awareness of providers that we have a major, major 
change in the health financing system that we have to deal with 
outside this. 

Anyway, switching back to HIPAA, the one thing I can say to 
start with — and I’ll try not to go through every issue again — is we 
agree. And my frustration with the hearing, if anything, is that I 
hope most of the members that were here didn’t leave with the idea 
that CMS all the way back to Bruce Lanakin before has not been 
focused on this. And the press also may have already left. 

I was involved in this in 1991 in the first Bush administration. 
We tried to fix it, and there’s a long track record from 1991 to 
1992. 

I was very involved, by the way, in Andrews Air Force Base in 
creating Medicaid drug rebates with Chris Jennings who was on 
the Hill, President Clinton’s most recent — so I have a long history 
in Medicaid drug rebates. 

This whole issue, people have been trying to fix this for years. 
And back to Secretary Shalala and Nancy- Ann DeParle last year, 
they tried to fix it. Got an outpouring of screaming from every af- 
fected party, appropriate or inappropriate, and then were hit with 
a Congressional prohibition for a year not to look at it. 

So where we are currently at CMS is we’re prohibited, until the 
GAO report that came out today and until the Secretary reads it, 
is what the law says, we cannot respond to it. Certainly it will take 
us a while to put out a rule. But also we’re required by law to pay 
95 percent of AWP. 

Now, could I creatively go back and change it? I’m sure we prob- 
ably could, and we’d be willing to look at that, but I also have no 
doubt we’d be sued and it’s not the easiest way to fix it. 

So I’m here to talk about a number of issues today, but one thing 
I would ask for is I think this cries out for a legislative solution. 
We’re very anxious to work with you on a legislative solution. I 
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hope we can do it this year before you leave, and we’ll give all our 
staff resources and everything we can to help you fix it. It’s an 
issue that’s been around for a long time, and I’m excited that 
Chairman Tauzin, you, Mr. Brown, Mr. Deutsch and everyone else 
seem to be in agreement that we need to fix it; and whatever help 
you need from CMS on a technical basis to fix it, we are very, very 
anxious to do so. 

We have been paying more than any other purchaser for Medi- 
care drugs on an outpatient basis for a long time, and we’re deter- 
mined to get the price down to a reasonable level. What that is, I’ll 
try to give you a few ideas. 

In the meantime, I do think, however, the concern — it is a legiti- 
mate concern for the providers — is that if you’re going to lower — 
do we always fix the right price in Medicare, which is what we do 
for providers? Probably not. Do we have the right price for 
oncologists and their practice expenses? Probably not. 

I think at the same time we reduce the prices for the drugs we 
need to go back and look at oncologists. I think we probably need 
to look at the ESRD clinics, dialysis centers that also use these 
drugs quite a bit. Hemophiliac agencies also rely on this to a large 
degree. DME providers probably have some argument. 

I’m not saying they should all have their rates increased, but 
there is a substantial amount of money to be saved here. And I 
think at the same time we do that I think we should also go back 
and look at the base payment rates and make sure there’s a bal- 
ance. I have very little doubt it’s not dollar for dollar, as you’re 
aware and we’ve talked about, but I do think it’s appropriate to 
make sure that, to the extent we can set prices right for drugs, 
then for practice expenses, then for practice patterns, we should set 
them right. And I think there’s very little doubt they’re not right 
right now. 

But in fairness to Nancy-Ann DePerle, my predecessor in the 
agency, I think this is something the agency has been trying to do 
for years, and every time it’s put its head up, it’s got creamed. So 
we’re anxious and excited that many Members of Congress are now 
aware of it and are interested in fixing it as well. 

Let me just talk quickly and give you a couple of suggestions. 
One is, Mr. Deutsch and Chairman Tauzin both mentioned that 
this is not just a problem with the Medicare program, it’s a huge 
problem for beneficiaries. And I totally agree. The fact that the 
beneficiaries pay the 20 percent copayments is a gigantic problem. 
There are a lot of things wrong with the Medicare problem. There 
are very few places where beneficiaries feel the inequities of the 
program as much as they do here. So I think it’s important that 
the chairman focused on that, and I think that we need to focus 
on that in the fix. Seniors are paying a big chunk of the inequities 
in the drug payments that we have here. 

Second point, 20 drugs account for 75 percent of the spending in 
this area. So do we have the tools to look at it? We do, and we can 
talk a little bit about Medicaid and what we have available in Med- 
icaid. The numbers are big, but the number of drugs you’re dealing 
with are relatively small. Single source drugs account for 60 per- 
cent of all the Medicare drug spending. So it’s relatively narrow. 
The numbers are big, but the numbers of drugs we’re talking about 
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are relatively narrow. So I think if we focus on this problem, hope- 
fully legislatively, it is very fixable. 

A fourth point I’d make is that I think we need to be sensitive. 
Physicians do in fact — back as far as I believe it was 1997 — actu- 
ally it was 1991 was the first time I believe that then HCFA pro- 
posed to have 85 percent of AWP. Then physicians came back and 
said we can’t get it for 85 percent of AWP. And that may be the 
case. I think it’s important when we look at new reimbursement 
systems that we understand it’s not like the Federal supply sched- 
ule where the VA sets prices. Doctors actually have to go out and 
buy this on the market. And while the prices may be outrageous, 
they actually have to go get it. 

So our real issue is to focus on the manufacturers and how we 
get the money back at the end of the game from the — to the manu- 
facturers — hopefully no game at the end of the day from manufac- 
turers. And it is a legitimate problem that physicians out there 
around the country can’t always get it for less than a certain 
amount of AWP. 

So I think we need to look at the bottom line of what the pro- 
gram is paying without squeezing providers to the point where 
physicians out there in the real world can’t get ahold of it. And I 
think in our legislative — hopefully legislative fix, we need to look 
at that. 

There are a number of different approaches that you have talked 
about, and I’ll just try to run through a couple of them that I think 
are possible. 

The Federal supply schedule has been mentioned. I think that 
when you look at the VA and when you look at the agencies, Coast 
Guard and others in the Federal supply schedule, it’s really not an 
apples to apples comparison. I think that probably wouldn’t work. 
Those are really Federal agencies buying the drugs for direct use 
in Federal agencies. 

Average manufacturers’ price, which is the bottom line number 
that was used in the Medicaid program, and we do in fact have 
those numbers and they are audited and I think they’re pretty 
solid, but again, by statute they’re confidential and we’re not al- 
lowed to use them. In fact, our Medicare staff doesn’t have access 
to them. Only the Medicaid staff does. So is that a more legitimate 
number? Absolutely. 

I think there may be some problems there, but average manufac- 
turers’ price, which GAO seemed to suggest is a very auditable and 
very reasonable number, I think if you went to average manufac- 
turers’ price, you might run the risk of squeezing access to physi- 
cians out there in the market trying to buy them. So I think there’s 
a possibility. 

I think the Medicaid program has some flaws, but there’s a 
model there, and I’ll suggest that in a second. 

You’ve talked about wholesale acquisition costs which I think is 
a better price than AWP. But, again, AWP is largely air, and I 
think wholesale acquisition costs may be a little better, but it’s still 
potentially air, and you can raise it and lower it as you like, and 
I think it’s a very — the potential for manipulation of that is rel- 
atively high as well. As a short-term fix it might work, but I think 
there are probably better ones. 
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People have proposed that we do a survey of market prices, 
which also might work. I talked to my staff about trying to do a 
survey of what nursing homes pay, for instance, because nursing 
home chains usually have — they’re not as big as the Federal supply 
schedule, but large nursing homes, Manor Care, somebody like that 
frequently buys — you know, has a similar group of patients buying 
in large bulk volume. 

The problem in doing that — and I think that’s a possibility — is 
that you’re looking back a year. And obviously, as you can see from 
the earlier testimony, the prices change by the day, and looking 
back and doing a snapshot looking back a year at anybody, for us 
to do a survey of 2000 prices to set 2001 prices is never going to 
be quite right. So I think that has its flaws as well. 

There is a concept similar to average manufacturers’ price called 
average sales price that you could possibly use, but I think a com- 
bination of these we certainly could work on legislatively, and I 
think the bottom line is that the manufacturers know at the end 
of the day how many units they’re selling to Medicare. They know 
how many we’re paying for. 

If we can, in fact, require them, as we do in Medicaid, to tell us 
what the price is and calculate at the end of the year how many 
they sold to Medicare and what the price is and recover that price 
and there is a mechanism to do that, I think to find that balance 
that we end up getting the right price charged us by the manufac- 
turer, while not limiting and denying access to the physicians that 
are actually out there in the market, potentially in a small town 
trying to get it, is the mix that we need to find, and I think it’s 
very doable. 

Can we do this administratively? I think we probably won’t in 
the near term, because we probably would get sued. We’d certainly 
prefer to do it legislatively. I think we could. And if Congress 
doesn’t act, it would probably take us a year to a year and a half 
to do it. It would take a long rulemaking process. I have zero doubt 
that we’d be sued, because of what the law says on 95 percent of 
AWP. 

So I would strongly, strongly, strongly prefer to work with Con- 
gress hopefully in the next month to find a legislative solution that 
works, that is fair to the oncologists, that is fair to the dialysis clin- 
ics, that is fair to the other patient groups involved and that gets 
our payment back on the right track. Because it’s clearly a very 
messy system we’re in right now. 

So I know you’ve had a long hearing already. That’s about as fast 
as I can talk, and I skipped over a whole bunch of other things I 
was going to say, but I hope — it may be more valuable just to an- 
swer questions. But there is zero doubt that the administration, 
while we don’t have the set solution, is extremely interested in 
working to fix this problem. 

[The prepared statement of Thomas A. Scully follows:] 

Prepared Statement of Thomas A. Scully, Administrator, Centers for 
Medicare & Medicaid Services 

Chairman Greenwood, Chairman Bilirakis, Congressman Deutsch, Congressman 
Brown, distinguished Subcommittee members, thank you for inviting me to discuss 
Medicare payment for outpatient prescription drugs. As you know, prescription 
drugs are becoming an increasingly important component of modern health care, 
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particularly for Medicare beneficiaries. We are working with Congress to modernize 
Medicare to cover prescription drugs and provide relief to seniors from high drug 
costs. In addition, it is clear that the payment system for selected outpatient drugs 
that are now covered by Medicare is a mess. Medicare now pays more than many 
other purchasers for the drugs we cover due to the way that drug manufacturers 
report their prices and Medicare’s payment policies. Medicare should pay appro- 
priately for all Medicare benefits, including the drugs we currently cover, and it is 
unacceptable that the current system results in Medicare paying excessive prices. 
We also need to pay appropriately for the services required to furnish these drugs. 
I appreciate your dedication and leadership on this issue, and I look forward to 
working with you and your colleagues to ensure that Medicare beneficiaries have 
access to the drugs they need and that Medicare pays competitive prices for these 
prescription drugs. 

By law, Medicare does not pay for most outpatient prescription drugs. However, 
there are some specific exceptions where Medicare covers pharmaceuticals, such as 
drugs furnished incident to a physician’s covered services, and in these cases, the 
law mandates that we pay physicians and other providers based on the lower of the 
billed charge or 95 percent of the drugs’ average wholesale price (AWP). Numerous 
studies have indicated that the industry’s reported wholesale prices, the data on 
which Medicare payments are based, are vastly higher than the amounts that drug 
manufacturers and wholesalers actually charge providers. That means Medicare 
beneficiaries, through their premiums and cost sharing, and U.S. taxpayers are 
spending far more than the “average” price that we believe the law intended them 
to pay. Some affected physicians and providers have suggested that they need these 
Medicare “drug profits” to cross subsidize what they believe are inadequate Medi- 
care payments for services related to furnishing the drugs, such as the administra- 
tion of chemotherapy for cancer. I believe we need to pay appropriately for both the 
drugs and the services related to furnishing the drugs. 

Clearly, Medicare drug pricing is a complex issue. Over the years, numerous legis- 
lative efforts have failed to develop an effective alternative to AWP and ensure that 
Medicare and its beneficiaries do not pay more than they should for the limited 
number of prescription drugs that Medicare covers. We are committed to working 
with Congress on a bipartisan basis to ensure that Medicare pays accurately for all 
of its benefits. As we look to the future, particularly in the context of developing 
a Medicare drug benefit that does not make the same mistakes, I think it might 
be important to review previous efforts to reform the AWP payments so that to- 
gether we can develop a workable solution. 

medicare’s limited drug benefit 

The Centers for Medicare & Medicaid Services (CMS) pays most of the health care 
expenses of almost 40 million Medicare beneficiaries. If we were creating the Medi- 
care program today, a prescription drug benefit certainly would be included. How- 
ever, in 1965, prescription drugs played a less prominent role in health care, and 
the emphasis then was on ensuring access to inpatient hospital care in Medicare 
Part A and providing access to physicians in Medicare Part B. Today, Medicare 
beneficiaries rely on prescription drugs as an integral part of their health care. Al- 
though by law, Medicare does not generally cover over-the-counter or outpatient pre- 
scription drugs, currently Medicare does cover some drugs, including: 

• Drugs that are not self-administered and furnished “incident to” a physician’s 

service, such as prostate cancer drugs; 

• Certain self-administered oral cancer and anti-nausea drugs; 

• Certain drugs used as part of durable medical equipment or infusion devices, (e.g., 

the albuterol that is put into nebulizers, which are devices used by asthma pa- 
tients); 

• Immunosuppressive drugs, which are used following organ transplants; 

• Erythropoietin (EPO), far and away the drug Medicare spends the most money 

on, is used primarily to treat anemia in end stage renal disease patients and 
in cancer patients; and 

• Osteoporosis drugs furnished to certain beneficiaries by home health agencies. 

These drugs are typically provided in the hospital outpatient setting, dialysis cen- 
ters, or in the doctor’s office, and are purchased directly by the physician or pro- 
vider. Additionally, vaccines for diseases like influenza, pneumonia, and hepatitis 
are considered drugs, and are covered by Medicare. 

By law, we generally pay for these drugs based on the actual charge or 95 percent 
of the AWP, whichever is lower. This adds up to more than $5 billion a year for 
currently covered drugs, approximately 80 percent of which is paid for by the Medi- 
care program. In general, Medicare beneficiaries must also share in the cost of pur- 
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chasing these drugs through their Part B premiums, and except for the flu and 
pneumonia vaccines, the $100 Part B annual deductible, and a 20 percent coinsur- 
ance. 


MEDICARE PAYMENT FOR CURRENTLY COVERED DRUGS 

The AWP is intended to represent the average price at which wholesalers sell 
drugs to their customers, which include physicians and pharmacies. Traditionally, 
AWP has been based on prices reported by drug manufacturers and published in 
compendia such as the Red Book, which is published by Medical Economics Com- 
pany, Inc. However, manufacturers and wholesalers increasingly give physicians 
and providers discounts that reduce the actual amount that the physician or pro- 
vider actually pays for the drugs. These discounts are not reflected in the published 
price and reduce the amount providers actually pay to levels far below those prices 
published in the Red Book. Furthermore, use of the AWP, as reported by manufac- 
turers to companies which compile such prices creates a situation where a manufac- 
turer can, for certain drugs, increase the reported AWP and, in turn, offer physi- 
cians a deeper discount. 

This Committee, CMS, the Department’s Office of the Inspector General (IG), and 
others have long recognized the shortcomings of AWP as a way for Medicare to re- 
imburse for drugs. The IG has published numerous reports showing that true mar- 
ket prices for the top drugs billed to the Medicare program by physicians, inde- 
pendent dialysis facilities, and durable medical equipment suppliers were actually 
significantly less than the AWP reported in the Red Book and like publications. As 
competitive discounts have become widespread, the AWP mechanism has resulted 
in increasing payment distortions. However, Medicare has continued to pay for 
these drugs based on the reported AWP amount. By offering physicians and pro- 
viders deep discounts compared to the price they could bill Medicare, the drug man- 
ufacturers are able to use profit margins to manipulate physicians and providers to 
use their products for Medicare beneficiaries. It is simply unacceptable for Medicare 
to continue paying for drugs in a way that costs beneficiaries and the program far 
more than it should. 

In the past, the Agency has attempted to remedy disparities between Medicare 
payments based on AWP and the amount actually paid competitively by physicians 
and providers. However, these efforts have not been successful. For example, in 
CMS/HCFA’s June 1991 proposed physician fee schedule, the Agency proposed that 
payment be based on 85 percent of AWP. We also proposed that certain very high 
volume drugs be reimbursed at levels equal to the lesser of 85 percent of AWP or 
the physician’s or provider’s estimated acquisition cost. We received many com- 
ments, primarily from oncologists, indicating that this 85 percent standard was in- 
appropriate. Most comments indicated that while many drugs could be purchased 
for less than 85 percent of AWP, other drugs were not discounted. Others suggested 
that while pharmacies and perhaps large practices could receive substantial dis- 
counts on their drug prices, individual physicians could not. As an alternative, be- 
ginning with 1992, a policy was established for Medicare to pay the AWP or the es- 
timated acquisition cost, whichever was less. 

Since the Estimated Acquisition Cost approach proved to be unworkable, subse- 
quent legislation was proposed that would have required Medicare to pay physicians 
their actual acquisition cost for drugs. Under this proposal, physicians would tell 
Medicare what they paid for the drugs and be reimbursed that amount, rather than 
the Agency developing an estimate of acquisition costs and paying physicians based 
on that estimate. After considering this proposal, Congress adopted an alternative 
approach in the Balanced Budget Act of 1997 (BBA), setting Medicare’s payment for 
drugs at the lesser of the billed charge or 95 percent of AWP. While this brought 
Medicare payments closer to the prices that physicians and providers pay for drugs, 
Medicare payments were still significantly greater than the competitive discounts 
obtained by physicians and the system still tied Medicare payments to the artifi- 
cially inflated industry-reported list prices. In fact, in a December 1997 report, the 
IG found payments based on AWP to be substantially greater than the prices avail- 
able to the physician community. As an alternative to actual acquisition costs, Con- 
gress considered proposals to pay all Medicare drugs at 83 percent of AWP, a com- 
promise between 95 percent of the AWP and the average discount found by the IG. 

In May 2000, the DOJ and the National Association of Medicaid Fraud Control 
Units made accurate market wholesale prices for 49 drugs covered by Medicaid 
available to State Medicaid programs and to First Data Bank, a drug price com- 
pendia owned by the Hearst Corporation. These wholesale prices, culled from whole- 
sale catalogs circulated among the provider community, reflected the actual Average 
Wholesale Prices for these drugs far more accurately than the drug manufacturers’ 
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AWP. Last year, HCFA sent this new information to Medicare carriers and in- 
structed them to consider these alternative wholesale prices as another source of 
AWP data in determining their January 1, 2001 quarterly update for many of these 
drugs. However, due to concerns about Medicare payments related to the adminis- 
tration of the chemotherapy and clotting factor drugs, the Administration instructed 
our carriers not to use the data for those drugs at that time. 

In December 2000, Congress enacted the Medicare, Medicaid, and SCHIP Benefits 
Improvement and Protection Act (BIPA), which established a moratorium on de- 
creases in Medicare drug payments while the General Accounting Office (GAO) con- 
ducted a study of Medicare drug pricing and related payment issues. HCFA post- 
poned Medicare carriers’ use of the DOJ data until we could review the GAO report. 
We look forward to reviewing the GAO’s findings and working with you to revise 
Medicare’s drug payment policy. We must ensure that beneficiaries and Medicare 
pay appropriately for both the drugs that we cover and the services related to fur- 
nishing the drugs. 


CONCLUSION 

Medicare beneficiaries rely on prescription drugs, and the coinsurance they pay 
for covered drugs is tied directly to the prices that Medicare pays. We must find 
a competitive way to ensure that Medicare beneficiaries and taxpayers are no longer 
paying excessive prices for drugs that are far above the competitive discounts that 
are widely available today. We need to pay appropriately for all Medicare benefits, 
including the prescription drugs we cover and the services required to furnish those 
drugs. We look forward to reviewing the GAO report, and working with you Mr. 
Chairman, this Subcommittee, and the Congress to revise Medicare’s payment pol- 
icy for currently covered drugs. Thank you for the opportunity to discuss this impor- 
tant issue with you today, and I am happy to answer your questions. 

Mr. Greenwood. Thank you, Mr. Scully. We appreciate your tes- 
timony and your presence and again your endurance in staying 
with us all this time. 

Let me, first of all, comment on why the 85 percent of AWP obvi- 
ously won’t work. Because, as we’ve seen, some AWPs are actually 
straight; and particularly when there’s no competition there’s no 
incentive for the drug companies to falsify the AWP. So to reim- 
burse 85 percent wouldn’t be fair for those who are paying a hun- 
dred percent of the AWP, because the physicians would lose money 
every time. So clearly that won’t work. 

We do have five principles that my staff and I have worked out 
in terms of what we think the direction of the legislation that we 
hope to enact into law in the next month is, and I’d just like to tick 
these off for you and see if we have general conceptual agreement 
on how to proceed. 

No. 1 is that any new drug reimbursement should not adversely 
impact Medicare patient access to quality health care. Would you 
like me to repeat that? 

Mr. Scully. I’m sorry. I was trying to find your 

Mr. Greenwood. The question is, would you agree in concept 
with these five principles for legislation: Any new drug reimburse- 
ment should not adversely impact Medicare patient access to qual- 
ity health care? 

Mr. Scully. Sure. Absolutely. 

Mr. Greenwood. That is a no-brainer. 

Mr. Scully. That was an easy one. Thank you. 

Mr. Greenwood. Medicare’s reimbursement for coverage drugs 
should be closely linked to the prices that providers actually pay 
for the drugs. 

Mr. Scully. I think that is the bottom line goal, yes. 
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Mr. Greenwood. Three, Medicare services and administration 
should be reimbursed according to their costs, exclusive of any ref- 
erence to drug reimbursements? 

Mr. Scully. The only caveat I’ll put into that is, having been in 
the hospital business for years, costs — but, yeah, actual, real ex- 
penses, yes, because cost is what we paid for for years, and that 
is real life. 

Mr. Greenwood. Understood. 

Fourth, the impact of Medicare’s drug reimbursement policies 
have — upon the making of clinical decisions should be eliminated 
or reduced to the greatest extent possible. 

Mr. Scully. Yes. I think absolutely. 

Mr. Greenwood. Okay. And, fifth, Medicare’s reimbursement for 
treatments in related settings should be equalized to discourage 
migration between settings based upon relative levels of profit 
available to providers. 

Mr. Scully. Yes. 

Mr. Greenwood. Bottom line there is we don’t want to drive 
these patients certainly back to a hospital setting which costs 
Medicare more and is sometimes a less pleasant experience for the 
patient. 

Let me ask you this. These principles are not rocket science. This 
is a very manageable issue, as far as I’m concerned, based on my 
research here. The GAO report today gives us the foundation in 
terms of the expenses or costs for the oncologists. I hope we’ll erase 
what has been an obstacle before, which is the legitimate concern 
raised by Members of Congress, frankly, because we do not have 
the data to forestall anything that might have some of these ad- 
verse effects on patients or providers. 

If in fact we can put a legislative solution into some kind of an 
omnibus package that we sign into law — have signed into law, let 
us say sometime in October, do you have a sense from talking with 
your staff yet how long it might take CMS? How much time do you 
need to enact this so that we get a good system that works well, 
meets all of these objectives and begins to save the beneficiaries 
and Medicare the billions of dollars that we’ve talked about? 

Mr. Scully. Well, clearly you can start paying different drug 
prices in AWP pretty quickly. The real issue is making — I think 
there is some legitimate argument that oncologists, as I mentioned, 
dialysis clinics — there are a variety of practice groups, at least an 
argument I’ve heard, on DME providers. The issue is that we put 
out our rates on January 1. Most of those rates are already in 
place. The systems are hard to change. The issue is from an equity 
point of view, and if there are providers that rely on inappropri- 
ately high AWP payments 

Mr. Greenwood. If I may, I should have included — incorporated 
that in my question. But if we give you the objective of coordi- 
nating in time this two-step process, move from AWP to a more 
cost-related — price-related reimbursement rate and reset the prac- 
tice expense and the reimbursements for these specialties who 
are — specialists who will in fact lose revenue as a result of this 
change, how long would that take? 

Mr. Scully. The quickest way we could rationally do it — again, 
I can tell you what my — all the people that have to do the actual 
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work, which a lot of people forget. There’s actually lots of people 
in Baltimore here that have to actually do this. The quickest way 
you really do it is fiscal year 2003, for the fee schedules that come 
out in January of 2003, because that is really only the time you go 
back and recalibrate up the practice expenses and everything else. 

It’s possible — nobody is happy with this answer in CMS, I can 
tell you, but it’s possible that if you directed us and you put money 
into the second half of 2002, that for the last two quarters of 2002, 
we could possibly — and I’m not even certain of this now — recali- 
brate some of the payments up. 

We certainly can pay less on AWP, but if you’re trying to find 
the balance, what I’ve heard from oncologists and others is, if 
you’re going to cut the AWP, which we rely on, you need to fix the 
practice expense at the same time and in the same bill. I imagine 
they wouldn’t be very happy to have the drug reimbursement cut 
at the same time the practice expenses don’t go up. So pushing the 
envelope as much as it possibly can be — and I can tell you this is 
an extremely unpopular opinion with the staff at CMS — the fastest 
we could possibly do it is probably next July, and under normal cir- 
cumstances, the fastest we could do it is January of 2003. 

Mr. Greenwood. That is very helpful. I appreciate that. 

My time has expired. The Chair recognizes the gentleman from 
Ohio, Mr. Brown, for 5 minutes. 

Mr. Brown. Thank you, Mr. Chairman. 

Mr. Scully, nice to have you in front of the subcommittee. 

You have the authority now to use an inherent reasonableness 
standard to reduce reimbursements for Medicare drugs which basi- 
cally bear no resemblance to actual costs or actual cost plus. Do 
you have that story? 

Mr. Scully. I think we do. I think the issue here is, as I men- 
tioned, the agencies have a hard time getting around that. We ac- 
tually sent out guidance of what we thought was an AWP — not me, 
but, as you know, Nancy- Ann DePerle and Secretary Shalala — 
about a year and a half ago to have our carriers interpret what was 
a low AWP, and there was quite an uproar about that, and the re- 
sult of it was a legislative prohibition about changing it. So it’s 
very debatable from a legal point of view as to whether we do have 
the authority. So if Congress doesn’t act, we’ll certainly look into 
it, but it would be far preferable to have legislative guidance. 

Mr. Brown. Wasn’t there a GAO review and they said it was 
adequate? GAO did a review and said it was adequate? 

Mr. Scully. A review of the practice expenses or the 

Mr. Brown. Of the inherit reasonableness. 

Mr. Scully. I think I read the report last night, and I think 
that — their view was we have an inherent reasonableness authority 
to interpret what the AWP is, and I believe he said in his testi- 
mony that it says average wholesale price in the statute. But as 
a former pretty bad lawyer, somebody who has had — been sued nu- 
merous times this fall, I would say that with the track record of 
having the government use the AWP for 30 years, I would have 
very little doubt that our authority to do that would be challenged. 
We certainly are willing to do it if it comes to that, but it would 
be much sounder I think if we get legislative guidance. 
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Mr. Brown. Would it be appropriate first, Mr. Chairman, or Mr. 
Scanlon to address that, that the GAO did in fact find that. Cor- 
rect? 

Mr. Scanlon. We reported on the expedited inherent reasonable- 
ness authority that you gave to the agency in the Balanced Budget 
Act which allows for up to a 15 percent reduction, again, in an ex- 
pedited fashion. Whether we have the ability to redefine AWP and 
define it any way we’d like is a somewhat dicey legal issue. We’re 
happy to — believe me, we’re very anxious as you are to fix this. I 
would say it would be certainly much more likely to succeed if we 
had additional legislative guidance. 

Mr. Brown. Could you submit a legal opinion for the record on 
that? 

Mr. Scanlon. Sure. 

Mr. Brown. Let me shift gears for a second. Before that, I just — 
if in fact you can do that, using an inherent reasonableness stand- 
ard to reduce reimbursements, I would hope that CMS could be 
more aggressive. I guess you have a pilot project in Texas and look 
to do more of that for competitive pricing in the months ahead. 

All the talk about the solutions that have been bandied about in 
the prior panel and from opening statements and others, if Medi- 
care changes the way that Congress pays for prescription drugs, ob- 
viously then changing the reimbursement rate for oncologists and 
saying that the practice expense payment system needs to be ad- 
justed, what does that do — my understanding is the entire pool of 
practice expense payment needs to be budget neutral. Does that 
mean any increase in practice expenses for oncologists would then 
cause a reduction in practice expenses for other specialties? 

Mr. Scully. Well, under current law it would or wouldn’t 
change, and I personally would not recommend us doing that, be- 
cause I don’t think we should be taking funds from other practice 
expenses to fund oncology. I think the discussion that’s been had 
in some quarters about legislation is that if you’re going to change 
the AWP legislatively you will get significant baseline savings, and 
some of that could go back into just adding in a nonbudget neutral 
fashion back into the practice expense pot, which you can do legis- 
latively to increase, where appropriate, some practice expenses in 
some areas without taking it from others. 

But, clearly, without legislation, any practice expense change has 
to be budget neutral. 

Mr. Brown. So if we were to do that, do you have any sugges- 
tions on the amounts of — you, first of all, say we in a sense legisla- 
tively break the budget neutral concept of practice expense, at least 
for this particular case. What kind of money do you talk about in 
terms of the oncologists then versus what we’ve done? 

Mr. Scully. Chairman Greenwood and I talked about this a lit- 
tle bit, and he — apparently in the GAO reports read last night, 
they suggested $51 million. It’s not always easy to get a quick 
back-of-the-envelope read from my staff, but I think that number 
is in the ballpark. It’s close, somewhere in the 40 — I mentioned to 
him that our back-of-the-envelope number was pretty close to that, 
in the $45 to $55 million range. 

Mr. Brown. What are you hearing from other physicians, other 
specialties about the practice expense issue? 
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Mr. Scully. You know, in fairness, I was one of the drafters of 
my first job and the first — one of my first jobs in the first Bush ad- 
ministration was passing RVRS in 1989, since I was primarily re- 
sponsible for the administration’s position back then. 

One of the reasons I like it 

Mr. Brown. A lot of complaints should be directed to you then. 

Mr. Scully. Yeah. It’s all my fault. They didn’t like it much back 
then, but, in fairness, I think the system has worked reasonably 
well. If you look at all the other reimbursements over the last 15 
years, nursing homes, hospitals, everything else has been an up- 
and-down roller coaster. Physician reimbursement has been rel- 
atively — as I’m sure the physicians on the committee might not 
agree, but I think generally even the AMA would tell you that, rel- 
ative to other reimbursements in Medicare, it’s been more predict- 
able and more stable and the system has worked reasonably well. 

The thing about practice expense is that basically we rely 98 per- 
cent of the time on the — what’s called the RUC, which is essen- 
tially the committee through the physician groups to recommend 
what the practice expenses should be. So if the oncologists think 
they’re underpaid, they have to come argue why it should come out 
of the oncologists versus the surgeons, versus the gastro- 
enterologists, and they sit around a table every year and make rec- 
ommendations, the vast majority of which we take. But it’s a finite 
pot, and I think it works reasonably well. 

So the issue here is — it’s the physicians all sitting around the 
table with CMS saying who is underpaid and who is overpaid, and 
they’re all arguing over a finite pot that you’ve authorized. And I 
think it works actually reasonably well. I mean, everybody is un- 
happy, but once everybody is unhappy that usually means it’s 
working right. 

Mr. Brown. Thank you, Mr. Chairman. 

Chairman Tauzin. I thank my friend. The Chair recognized him 
so briefly for a round of questions. 

Thanks for coming, Mr. Scully. Of course we appreciate you 
being here. 

Let me ask you in regard to that finite pot. If we are going to 
work out a solution that establishes a responsible AWP, something 
more akin to the real cost of the drug, and it reduces the income 
to the oncologists significantly and the oncologist does have a claim 
that he is under-reimbursed for practice expenses, which you and 
I think GAO both have conceded is true, at least to some extent — 
you’ve identified it around $50 million. If we simply say that we’re 
going to permit the oncologist to have a larger share of that finite 
pool, does that ipso facto mean that other physicians, other service 
providers will lose reimbursement as a result? 

Mr. Scully. If we were directed to do that administratively with- 
out new money in the pot, it would, but my hope would be that in 
the same — what I’ve heard from responsible oncologists, of which 
there are many, is that they agree that many of the things in the 
system are broken and in fact if we fixed in the same bill simulta- 
neously AWP and adjusted their practice expenses, they don’t think 
that is necessarily unfair. Now some may disagree with that. 
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Chairman Tauzin. Provided we increased the pool to accommo- 
date to whatever few reimbursements we ought to provide for those 
physicians. Is that correct? 

Mr. Scully. Once again, in fairness, Mr. Chairman, I think — and 
I’d like to work with your staff on — I do think it’s not oncologists 
who’ve made the most noise on this. I do think dialysis providers 
of a number of drugs and I think hemophilia agencies do. And, to 
a lesser degree, we ought to look at other providers and make sure 
they also are made whole. 

Chairman Tauzin. We’ve got to look at every single provider that 
may be losing income as a result of a change in AWP and examine 
whether or not in fact their practice is being properly reimbursed 
under the current system. Is that correct? 

Mr. Scully. Yes. 

Chairman Tauzin. And we need to come up with a number that 
we need to add to the pool to make it fair, and there is a disagree- 
ment on that number, right? I mean, you and GAO have a number 
around 50 

Mr. Scully. Pretty close. I think we’re pretty close. 

Chairman Tauzin. I’ve heard some extraordinary numbers com- 
ing from some of the care providers. So we’re going to have to 
somehow provide some rationale for a proper number. Is that cor- 
rect? 

Mr. Scully. Yes, sir. 

Chairman Tauzin. Second, why don’t you now use the average 
manufacturers’ price and best price under the Medicaid rebate pro- 
gram in establishing an average wholesale — or average wholesale 
price? I think I know the answer why you don’t, but tell me. 

Mr. Scully. I believe it’s statutory. That’s another thing that I 
hate to say that I helped create at Andrews Air Force Base in 

Chairman Tauzin. So if you’re going to use it, we have to change 
the law? 

Mr. Scully. If you wanted — the way it works is we do use aver- 
age manufacturers’ price, I believe, and my staff might correct me 
if I’m wrong, but the rebate — it comes up that the difference be- 
tween the AWP that’s charged and the average manufacturers’ 
price is just a small piece of it. So you could, in fact, correct Med- 
icaid law as well and arguably make it more appropriate. 

Now, the two sides — just to give the other side, you probably 
hear from private insurance companies is there’s no doubt what 
we’re paying in Medicare in a big way and arguably in Medicaid 
in a smaller way, but when you put those two programs together 
and you squeeze the pot that’s going to bounce back on the private 
insurers. So — to some degree. 

Now, there’s no question to some it’s excessive margin. But if you 
take Medicare and Medicaid which are — at least in the hospital 
outpatient setting, 40 percent of that is usually Medicare. Maybe 
12, 14 percent is Medicaid. Then you squeeze down on their reim- 
bursement there, which we certainly need to do, you’re going to 
have the insurers and others on the private payer side come back 
and say our drug prices just went up. 

Now, again, I would very much doubt that is a wash. I think the 
margins on the Medicare side are extreme, to say the least. 
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Chairman Tauzin. And you both tend to say that. We have at 
least some evidence coming in from the other side claiming that it’s 
a wash. We’re going to have to again get some sort of arbitration 
on that number to find out what it is. 

Mr. Scully. I think generally the insurance plans are — you 
know, they have the flexibility to negotiate prices, and they gen- 
erally can fend for themselves pretty well, but you will hear a push 
back from the other side. 

Chairman Tauzin. Let me ask you a very simple question that 
I think I know the answer to, but you might give us some insight 
on it. Why on earth do we have a system that requires a Medicare 
beneficiary to pay 20 percent as a copay of an artificial price? It 
can exceed the real cost of the drug to the physician. What would 
happen if the law would change or some provision were made, ei- 
ther administratively or by change of law, to require that the 20 
percent copay would be 20 percent of the real price paid by the care 
provider for the drug? What is wrong with that? 

Mr. Scully. Other than the budget spending, it sounds like a 
great idea, and I think 

Chairman Tauzin. It would save American patients $177 million 
that they’re spending on excessive copays, because copays are 
based on fictitious numbers. I mean, when a patient has to pay 500 
percent for this one drug I cited of the amount the doctor is having 
to pay for that drug as a copay, I mean, citizens look at that and 
say, you know, that’s Alice in Wonderland. It’s just crazy. Shouldn’t 
the copay be based upon the real cost of the drug to the doctor, and 
what would it take to do that? 

Mr. Scully. Well, that may be — that gets into the delicate dif- 
ference, as I said. But we can probably figure out exactly what we 
should be paying the manufacturers and recoup it, much the way 
Medicaid does through a reconciliation. 

The issue is, if you’re trying not to squeeze, the physician is try- 
ing to buy it out in the market at the beginning of the year. Find- 
ing out what — the right number to charge the 20 percent copay 
against is one the tougher things to figure out. 

Chairman Tauzin. It is not hard to figure out. You simply have 
a provision that says you can’t charge the doctor or physician as 
a co-pay more than 20 percent of the drug 

Mr. Brown. Will you be able to do that administratively, the 
chairman’s suggestion, simply so that the patient would pay the 20 
percent of what the actual charge, what the doctor’s actually charg- 
ing for the drug? Could you do that? 

Mr. Scully. Well, the closest thing we have right now, the abil- 
ity to actually determine what the actual price paid is, is the aver- 
age manufacturer’s price which we have for the purposes of Med- 
icaid the worst 

Chairman Tauzin. Let me say it again. If the law said that the 
doctor can’t charge the patient more than 20 percent of the actual 
cost, it is the health care provider’s obligation then not to send a 
bill that is represented on 20 percent of some fictitious price, he’s 
got to look at what he has actually paid and send a bill based on 
20 percent of what he really paid for the drug. Otherwise he is in 
violation. That is pretty stiff, but what is wrong logically with that 
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if at the same time we are making the proper adjustments for prac- 
tice reimbursement to the physician? 

Mr. Scully. Nothing. It seems logical, and I think the question 
from Mr. Brown was can we do it now administratively and I don’t 
think we can. 

Chairman Tauzin. Also doing it administratively without cor- 
recting the reimbursement on the fund is disjointed. I understand 
that. There is a $177 million hit for health care providers. But the 
fairness of asking a Medicare patient to pay 20 percent of a price 
that is totally fictitious, way in excess of what the physician actu- 
ally bought that drug for, seems to me to be absolutely insane. It 
contradicts what we did in the Medicare program, which was lit- 
erally to provide a co-pay requirement on the patient that was sup- 
posed to be one-fifth of the actual cost and, because of this crazy 
system of average wholesale pricing, can run as high as 500 per- 
cent of the cost. And I mean not only is it unfair basically to think 
about that but think about it in terms of if you happen to be the 
wrong patient, you happen to need that drug that is 500 percent 
as opposed to another patient that is paying closer to the real 20 
percent. There is an inequity in the requirements under the Medi- 
care system depending upon how unlucky you are, what disease 
you have got, what drug you need to help you. 

I would think that we should all look at expediting a cure for 
that particular problem. Perhaps we can do that sooner than later. 

Mr. Scully. We would love it. We are totally with you. I think 
the best thing about this hearing was for the health care policy 
wonks in the world, many on your committee, this issue has been 
around about 10 years and I never heard this thorough a discus- 
sion on it, and usually what happens is somebody tries to cut a 
rate and somebody screams that patients are going to be hurt, 
which is frequently not the case, and we are legislatively prohibited 
from fixing it. 

Chairman Tauzin. You said the right thing, legislatively prohib- 
ited from fixing it, and that can’t stand any longer. It is our obliga- 
tion right here to fix it. We have allowed this to exist too long, as 
we thoroughly understand it, as we understand its pernicious ef- 
fects upon the health care system, and particularly upon the very 
people it is designed to help, we have got to fix it, and if there are 
legislative impediments to your fixing it, we need to take them out 
of the way. 

Thank you very much. I will recognize Mr. Ganske for 5 minutes. 

Mr. Ganske. Thank you, Mr. Chairman. I want to follow up on 
your line of questioning. It seems to me that the problem with in- 
stituting a limit on the co-pay to the actual cost without doing the 
rest is just what we have been talking about multiple times this 
morning; that is, that you are not taking into account the overhead 
involved with the administration, with the storage, with the order- 
ing, with the time involved for personnel and things like that, and 
so I think that that issue of the co-pay is corrected when you actu- 
ally have the inaccurate index of the cost, I mean of the drug, 
whether it’s an AVP, or whatever letters you want to use. 

Mr. Scully, I want to go to this issue of the AMP data. This is 
a quote from the IG report. “This option would require legislation 
to allow Medicare access to AMP data. Prior to this option being 
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implemented, it would be useful to clarify or refine certain defini- 
tions. We also believe that an initial intensive effort should be 
made to audit AMP data.” We don’t want to just substitute some 
letters. We need to have some accuracy. Do you have any idea of 
what the definitions that we would need to address to clarify and 
define what the IG is talking about in terms of AMP? 

Mr. Scully. That is considerably lower and I think it generally 
works. It is confined to Medicaid by statute, and our Medicaid staff 
has access to what the Medicare staff does not. It is audited. If we 
use it for a broader chunk of the market and used it for Medicare 
as well as Medicaid, obviously incentives for people reporting their 
prices would — we’d have to probably audit more carefully, as the 
IG said, and be much more thorough in making sure the prices are 
accurate. But the idea of AMP, which is similar to an average sales 
price concept, is to actually find out what the manufacturer sells 
it to all customers in the country in any particular year and then 
come back and make it that that is the average price that we pay. 
I think the data is there now to make it work, and it is certainly 
the best measure to make it work. 

The problem is if you go out to many areas of the country where 
physicians and oncologists may actually have to pay more for it, 
there may be places where somebody can’t get access to that. That 
was the argument about paying 85 percent of AMP back in 1991. 
If a physician in Iowa, for instance, couldn’t get access to the drug 
for that price, he might never get it. So some have suggested that 
just consensually what we would do is allow the companies charge 
whatever they want, but then at the end of the year come back and 
reconcile, similar to what Medicaid does now, and say you sold us 
a million units of the drug times whatever the average manufactur- 
er’s average sales price is, you owe us the difference. That way you 
keep access to the physician out there buying in the market while 
actually recovering from the manufacturer. 

The problem with that, which is what I was trying to get to Mr. 
Brown, is then what do you do up front as far as charging 20 per- 
cent of what, the inflated AMP or the real end of the year price 
the government ends up paying, and that is difficult. 

All things I think we can talk about fixing legislatively, but it is 
a complicated problem to make sure we don’t overpay, but that we 
also don’t shut off access to physicians who may not in some parts 
of the country be able to get access to the drugs. So it is a com- 
plicated problem. I think we can fix it, but I have only been looking 
at it intensively the last 2 or 3 days and I can’t tell you all the an- 
swers yet. 

Mr. Ganske. Can this committee expect from the administration 
and from you and CMS some specific suggestions for instance on 
the, quote, clarification and refinement of certain definitions, un- 
quote, that we would need to do legislatively if we were looking at 
going the AMP route? 

Mr. Scully. Sure. Obviously we are hoping, and if we are only 
here for a month to spend a lot of time on legislative issues, we 
certainly have a lot of suggestions in this area. We have already 
spent a lot of time talking to committee staff. 

Mr. Ganske. We are dealing with 24 drugs; is that right? 

Mr. Scully. I think the bulk of the 24 is about 90 percent. 
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Mr. Ganske. It would seem to me that we ought to be able to 
get a handle through sampling of real invoices on 24 drugs, what 
the real average wholesale price, or the AMP, should be to address 
this. 

Mr. Scully. Actually the companies that report AMP are re- 
quired to tell us what their average price was to all their buyers 
in the course of the year in any category, and we audit that. So 
it should be a pretty accurate number. We just can’t use it right 
now for Medicare. 

Mr. Ganske. How do you audit that? 

Mr. Scully. I believe the IG — the Medicaid actually goes into 
the companies and audits 

Mr. Ganske. It goes into the company books and then checks 

Mr. Scully. That is right. It is the OIG who actually does it for 
us. 

Mr. Ganske. And then checks back with the customers of those 
companies to see whether that in fact 

Mr. Scully. Yeah. The only potential flaw I have seen is that 
some drugs, once you put Medicare and Medicaid together, it is — 
you know, to figure out what the rest of the market is paying and 
piggyback on that. A few of these drugs, the market is mostly 
Medicare and Medicaid. So it is a little difficult to figure out the 
prices if the non-Medicaid/Medicare market is 10 percent. That is 
the only flaw I have seen so far in looking at it. 

Mr. Ganske. We both know it has been difficult to get accurate 
indices of practice expense. There has been a lot of controversy in 
those areas. If we are talking about changing this reimbursement, 
what will be the process to get an accurate assessment from these 
medical specialties that will be affected? 

Mr. Scully. I believe, and again I hope somebody will jump in 
here if I am wrong, all the specialties already have the ability to 
put in their own surveys. The oncologists could have put in their 
own practice survey and did not. The data that we had on oncology 
combined their actual drug costs so close to their practice expense 
costs that we made the decision, which I believe GAO agreed with, 
that we couldn’t use that data. So we used the average physician’s 
practice expense. I think that was defensible because arguably the 
physicians are already, from what we have heard today, being over- 
compensated on the drug side; so using the average physicians 
practice expense is reasonable. 

If you in fact reduce the AVP and you made the judgment that 
we should go back in and do a survey of oncology data or have 
them submit their own, we believe that would result in their prac- 
tice expenses going up, but right now the practice expense compo- 
nent for oncologists is the actual average practice expense for all 
physicians because we don’t use oncology specific data. 

Mr. Ganske. We have testimony today from Dr. Norton to the ef- 
fect that the Medicare payment for services for administration may 
be one quarter what the actual costs are. Do you have a feeling for 
that? 

Mr. Scully. I have not, to be honest with you, looked at that 
level of detail. Totally independent of each other, both the GAO 
and our staff looked at this number and came up with a remark- 
ably close initial determination. So I am happy to go back and 



99 


spend time with the oncologists discussing it, I am sure I will if 
you are looking at legislation, but I have yet to find a physician 
group that was not unhappy with their practice expense allocation. 
I think that is the nature of the beast. 

Mr. Ganske. Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes the gentleman, Mr. Norwood, for 5 minutes. 

Mr. Norwood. I thank the chairman and I only have one ques- 
tion. I am curious to see what Mr. Scully has to say. You implied 
earlier there seems to have been a problem at least as far as 10 
years back, that HCFA has been concerned and has raised ques- 
tions about this for a long time, however generally when you raised 
questions very loud and stuck your head up very far, Congress 
pounced on you. Is that where we have been? 

Mr. Scully. That is fair, but sometimes in fairness it is Con- 
gress, sometimes it is, you know, groups coming in and screaming 
within your own administration, whether it is — Gail Walinsky was 
the first person to get involved in this in 1991 and I was in the 
White House then, and I remember not knowing very much about 
it but I remember we got a lot of heat for it. I think the level of 
understanding and interest this year is an all-time high and that 
is positive. I think generally whether it is Congress or just people 
complaining about it, when you have talk about cutting, the groups 
that are affected are always upset, and generally they are upset be- 
cause in the past the issue has generally been lowering reimburse- 
ments without being sensitive to the fact that maybe there is an 
unfortunate — but reality is cautious. As I mentioned, I know for 
ESRD clinics, they argue that their rates are too low as well and 
that they rely on AVP transfers and cost shifts. Generally the an- 
swer in the past has been cut the rates and don’t be sensitive to 
the other side, which does not seem to be the case this year. 

Mr. Norwood. My question, Mr. Scully, though, is since this has 
been a problem for a long time, I am a little bit surprised that why 
would not CMS or GAO or somebody be coming to this hearing 
today with a solution? 

Mr. Scully. It is not an easy solution. I spent 4 hours the other 
day with probably 10 people at CMS that have worked on this for 
the longest time and went around with the options I put in front 
of you today briefly, and I am not sure we have a consensus in our 
agency about what is right. We are going to have to pick one. I 
think it will be a hybrid of a bunch of these, but I am not sure that 
you could find a consensus solution anywhere. I would be happy to 
sit down with the committee and give you my opinions. 

Mr. Norwood. I was struck by the different options that you sort 
of threw at us pretty quickly, and I guess is this not solvable? 

Mr. Scully. I think it is very solvable. I think there are short- 
comings to every solution and some benefits to every solution, and 
some people are not troubled by just saying let us pay the Federal 
Supply Schedule. I don’t think that that — which the VA pays, 
which the Coast Guard and other agencies pay. I think that prob- 
ably causes significant access problems for some physicians in some 
places. So there are pros and cons to every option and, if you would 
like, I would be happy to share my staff paper on the pros and cons 
with you. 
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Mr. Norwood. I think my feeling is this, the Energy and Com- 
merce Committee is going to do something about this one which 
way or the other and it certainly should be and is our responsi- 
bility, but I also think it is the responsibility of the Federal agency 
to also come up with a solution. It doesn’t necessarily mean we will 
adopt that. It doesn’t mean that that will be the final solution. But 
I think you need to lead your organization to the plate, get up to 
bat, let us hear what you want to do. And at the same time our 
chairman, all of them along the line are going to be doing the same 
thing. But I am not sure I feel like we, the members of this com- 
mittee have — should have had the experience dealing with this 
problem for 10 years at the same level as your agency has had ex- 
perience dealing with this problem, and I am suggesting that you 
have some responsibility in my mind to not give us a dart board 
and hope we hit the right one. Come in here and say what you 
want to do. 

Mr. Scully. Mr. Norwood, I almost have never been accused of 
not having strong opinions about things for better or worse. The 
problem is that we are legislatively prohibited at least until today 
from considering this. So there is not an administration position. 
As I have 

Mr. Norwood. Are you prohibited from coming up with a solu- 
tion? 

Mr. Scully. No. But the fact is we have an administration with 
a White House and the Secretary — I have talked to the Secretary 
a little bit about it. I am not sure that the White House is aware 
of this. I can’t state the administration’s position publicly today. I 
have opinions. I will talk in the next week or so with people in the 
administration, and I have no doubt we will have a strongly held 
administration position. I am just not in a position today to go any 
further than I have. 

Mr. Norwood. I didn’t expect today for you to come up with a 
solution. I expected for you to turn to some of that staff that has 
been over there over the last 10 years and I presume are working 
on this. At some point in time the agency itself should make a rec- 
ommendation as to how they think we would best solve this prob- 
lem and hopefully this committee and the subcommittees and full 
committee will go along with that, maybe alter that, maybe change 
that. But you need to have a position. 

Mr. Scully. I hope we can come up with a joint position with 
the committee, and we will give you lots of technical input, and 
whatever the committee decides I have a feeling will be the admin- 
istration’s position as well and we will hopefully do it together ag- 
gressively and on a bipartisan basis. 

Mr. Norwood. Thank you, Mr. Chairman. 

Mr. Greenwood. The time for the gentleman has expired. Let 
me comment that in fairness to everyone, we have all been on hold 
until the GAO study came out, which has been released today, and 
we now feel that we have a solid footing upon which to build our 
solution. The wholesale acquisition costs will almost certainly be 
the basis for the new reimbursement rates, will take care of the 
oncologists and others based on the data that we have now, and I 
think we will be prepared to work with CMS over the next couple 
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of weeks and have a firm detailed legislative product in short 
order. 

Mr. Scully, thank you for your excellent testimony. Thank you 
for your patience and you are excused. Look forward to working 
with you. 

I call now the third and final panel: Dr. Larry Norton, President 
of the American Society of Clinical Oncologists; Mr. Kevin Martyn, 
Executive Director of Care for Life; Mr. Thomas Connaughton, 
President of American Association of Homecare; and Dr. Ezekiel 
Emanuel, Chief, Clinical Bioethics Department, Warren G. Na- 
tional Magnuson Clinical Center, National Institutes of Health. 
Welcome. We thank you for your patience in waiting all morning 
and all afternoon to testify, but we are glad to have you with us. 

As you probably heard me say to the previous witnesses, this is 
a joint committee hearing between the Health Subcommittee as 
well as the Oversight and Investigation Subcommittee, and when 
the Oversight and Investigation Subcommittee is involved, we take 
testimony under oath. Do any of you object to providing your testi- 
mony under oath? 

Seeing no such objection, I would inform you that you are enti- 
tled under the rules of this committee and under the rules of the 
House to be represented by counsel. Do any of you desire to be rep- 
resented by counsel? Seeing no such desire, if you will rise I will 
give you the oath. 

[Witnesses Sworn.] 

Mr. Greenwood. Thank you. You are each under oath now, and 
we will begin with you, Dr. Norton. You are recognized for 5 min- 
utes for your testimony. Make sure your button is 

Dr. Norton. Am I on? 

Mr. Greenwood. Yes. 

TESTIMONY OF LARRY NORTON, PRESIDENT, AMERICAN SOCI- 
ETY OF CLINICAL ONCOLOGISTS; KEVIN MARTYN, EXECU- 
TIVE DIRECTOR, CARE FOR LIFE; THOMAS A. 
CONNAUGHTON, PRESIDENT, AMERICAN ASSOCIATION OF 
HOMECARE; JoANN LAMPHERE, LEWIN GROUP; AND EZE- 
KIEL EMANUEL, CHIEF, CLINICAL BIOETHICS DEPARTMENT, 
WARREN G. MAGNUSON CLINICAL CENTER, NATIONAL IN- 
STITUTES OF HEALTH 

Mr. Norton. Hi, I am Larry Norton. Pleasure to be here. I am 
a physician, an oncologist, and this year I am President of the 
American Society of Clinical Oncology. I am also a New Yorker. So 
I don’t have to belabor this. It has been a really rough couple of 
weeks, but I am delighted that you are having this hearing at this 
time because this is a topic of great urgency and importance to can- 
cer doctors and cancer therapists in the United States. 

My organization represents cancer therapists, physicians, nurses, 
patient advocates, and others who take care of people with cancer 
and also people doing clinical research. I currently am also the 
head of Medical Oncology, called the Division of Solid Tumor On- 
cology, at Memorial Sloan-Kettering Cancer Center in New York. 
I have dedicated my life almost 30 years to cancer treatments, 
largely chemotherapy treatments and largely for breast cancer, and 
it is of critical importance to me and my colleagues that the thera- 
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pies that we develop that have been improving the life-span, cure 
rates, and the quality of life for our patients, that this can actually 
be delivered to our patients. So this is an issue of really critical im- 
portance to us. 

We agree that the system has to be fixed. We think that the pay- 
ments for the drugs have to be aligned more closely to the actual 
costs, but we also think that the payments for the services that are 
rendered in the administration of these therapies have to be made 
more realistic, and we think this has to be done very carefully, has 
to be done jointly, or else we see the possibility of severe disruption 
to the care of our Medicare patients, and for this reason I under- 
score the urgency of this particular activity. 

We have made really significant progress in cancer therapy over 
the years. Many therapies that developed initially in the inpatient 
setting can now be given in the outpatient setting safely, the ad- 
vances in treatment of nausea, advances in treatment of low blood 
cell counts, and many other improvements as well as the therapies 
themselves that have made such a difference. Therapies that used 
to require inpatient administration not that long ago can now be 
given — complex skill requiring therapies can now be given rou- 
tinely in doctors’ offices and this is more than just a convenience. 
This is an essential contributor to the quality of life as well as the 
length of life for our patients. We want to be sure whatever hap- 
pens, whatever you decide to do and however you go about this, 
that the net result must be that doctors will be able to give chemo- 
therapy to their patients in their offices. We calculate that about 
70 percent of chemotherapy treatments are given in doctors’ offices 
right now. If the payments, the total payments, for these therapies 
are not adequate, doctors will not be able to afford to do it. Some 
people said then they will refer them to hospitals or cancer centers. 
Cancer centers could be very far away from the patient in many 
parts of the country, and I don’t know any cancer center that can 
handle a large influx of patients in this particular setting, certainly 
not my own. 

I am in charge of the Outpatient Breast Center of Memorial 
Sloan-Kettering Cancer Center and if we had a sudden influx of 
cancer patients with — breast cancer patients in the community for 
us to treat, we just couldn’t handle it. So I don’t think that is really 
a solution. Therefore, whatever we do if we don’t do it carefully, we 
could see a real massive disruption in the system. 

So much of the discussion today is concerned with reimburse- 
ment for the drugs that are administered. We think the system 
does need to be fixed. There is no question about that, but I want 
to emphasize there has to be a simultaneous change in the reim- 
bursement for the physician administering the therapy. Right now 
there is a gross underpayment, as everybody has acknowledged, 
and that the payments for drugs have to some degree compensated 
for that. 

If we don’t reform the whole system at the same time, things are 
going to get thrown out of whack. It is like a car with a bad axle 
and a bad tire rim. You fix one. If you don’t fix the other, you can’t 
drive the car. I think that’s exactly the situation that we find our- 
selves in. Medicare has determined this and I haven’t heard any- 
body say this is not the case. 
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I have a quote here that says Medicare payments for services re- 
lated to provision of chemotherapy drugs are inadequate. We agree 
with this assessment. Actually our own calculations are that Medi- 
care now pays for less than a quarter of the actual costs to the doc- 
tor in administering principal chemotherapy treatments. We think 
that part of this is the way that the — the methodology for calcu- 
lating the payment amounts for services that do cost the doctor a 
lot but not directly furnished by the patient. In 1998, when Medi- 
care adopted this particular methodology, it called its approach an 
interim approach, but it still hasn’t been revised. 

We also feel there has to be a new type of Medicare payment for 
services that are directly related to administration of chemo- 
therapy, directly related but right now not covered by any explicit 
reimbursement. There are many services that oncologists and their 
staff provide that are absolutely essential for taking care of these 
patients, such as social work, such as nutritional counseling, such 
as psychological support, and these are not really being covered. A 
big difference between oncology and the specialties is in other spe- 
cialties an occasional patient has this requirement, for the 
oncologist essentially all the patients, and this has to be provided 
as an intrinsic part of the procedure. 

We believe that the costs of the chemotherapy administration 
has to be covered, but if it’s just covered, then there is not going 
to be sufficient funds to provide these other critical services, and 
this has to be taken into account. 

Now, concerning the payment for the drugs themselves, we agree 
with pretty much everything that’s been said. The AWP really 
overstates by varying amounts the amount, and clearly this is a big 
problem. We think this is not right. Mr. Chairman, you use the 
word “outrageous,” and I think it is a well chosen word. We actu- 
ally have — we have proposals on the table. We have proposed a so- 
lution. It is in the form a white paper, and I would like to request 
that it be included in the record. 

Mr. Greenwood. The document will be included in the record. 

Mr. Norton. Thank you. And in that we talk about the surveys 
of the drug sellers to determine market prices or a correction in the 
actual published prices, and that’s really what should be used to 
determine the reimbursement. But fundamentally we believe that 
if the cost is not covered, it’s going to be impossible for the doctors 
to administer the therapy. Our job is to take the best possible care 
of our patients with cancer. It’s a very hard job. I want to empha- 
size that. It’s not just the intellectual challenges. The field is 
changing all the time. It’s the psychological challenges, the emo- 
tional challenges, the spiritual challenges and I’ve got to tell you 
the hours are just unbelievable. 

We want to provide the very best care for our patients. We think 
that we need to have accurate reimbursements so we can do it fi- 
nancially. Anything that we do that is going to throw the system 
out of whack is going to hurt us from doing that. We are totally 
dedicated to quality cancer care and we want to work with Con- 
gress to make sure that the care we’re now administering is pro- 
vided at the highest possible quality level. 

Thank you very much. 

[The prepared statement of Larry Norton follows:] 



104 


Prepared Statement of Larry Norton, President, American Society of 
Clinical Oncology 

My name is Larry Norton, President of the American Society of Clinical Oncology 
(ASCO). ASCO is the national organization representing physicians who specialize 
in clinical research and the treatment of cancer. ASCO has over 17,000 members, 
including nonphysician healthcare professionals and cancer specialists located 
abroad. 

I appreciate the opportunity to appear before the Committee today to present 
ASCO’s views on the important subject of Medicare payment for the drugs and re- 
lated services furnished in outpatient cancer treatment. ASCO agrees that Medicare 
payments for drugs and related services should be restructured to more closely align 
the payment amounts with the cost of providing cancer care. Payments for drugs 
should be reduced while payments for the related services should be increased. It 
is imperative that this be done carefully, however, to insure that delivery of treat- 
ment to Medicare beneficiaries is not disrupted. 

NEED TO PRESERVE OUTPATIENT CHEMOTHERAPY 

I am Head of the Division of Solid Tumor Oncology at Memorial Sloan-Kettering 
Cancer Center in New York. As a specialist in the treatment of breast cancer, I am 
very familiar with chemotherapy and its importance in cancer treatment. Any re- 
form of the Medicare payment system for chemotherapy must insure that cancer pa- 
tients can continue to receive what they need to fight their disease. Chemotherapy 
is central to modern cancer treatment and is likely to be even more important in 
the coming years. Chemotherapy treatment was once considered far worse than the 
disease, requiring extensive hospital stays. Now, with better drugs to control side 
effects, patients can receive treatments in outpatient settings most convenient for 
them — and for their families. This is usually in physician offices. 

In restructuring the Medicare payment system for chemotherapy, the net result 
must be aggregate payment amounts that enable physicians to continue offering of- 
fice-based chemotherapy. It has been estimated that 70% or more of chemotherapy 
treatments are furnished in physician offices. If Medicare payments are not ade- 
quate to cover the costs of this service, physicians will be forced to have chemo- 
therapy delivered in some other setting. It is far from clear, however, whether hos- 
pital outpatient departments have the capacity or the resources to handle a large 
inflow of chemotherapy patients. Any significant reduction in office-based chemo- 
therapy could therefore result in a massive disruption in the care of Medicare pa- 
tients with cancer. 


PAYMENTS FOR DRUG-RELATED SERVICES 

As I stated above, ASCO supports a reduction in the Medicare payments for 
drugs. Before discussing that aspect, however, I want to speak first about the simul- 
taneous change that must be made to insure that Medicare cancer patients will still 
be able to obtain chemotherapy treatment after the drug payments have been re- 
duced. Under the current reimbursement system, the payments for drugs com- 
pensate for the underpayment or lack of payment for the related services, and all 
parts of the system must therefore be reformed at the same time. 

In the 1970s, there were few drug treatments available for cancer and, as I men- 
tioned earlier, those that were available were generally administered to hospital in- 
patients. The few types of chemotherapy that were first furnished in the office set- 
ting were relatively simple, but they established the basis for the low Medicare pay- 
ment levels for chemotherapy administration services that continue to exist today. 
There has been no major revision, even though the complexity of chemotherapy fur- 
nished in the outpatient setting has increased enormously. This problem was noted 
by Congress as early as 1987, when the Omnibus Budget and Reconciliation Act re- 
quired the Department of Health and Human Services to conduct a study of the 
costs of furnishing chemotherapy in the office and assess whether payments are 
adequate. Unfortunately, this study was never conducted. 

Last year, however, the Health Care Financing Administration, now the Centers 
for Medicare & Medicaid Services (CMS), reviewed the matter and wrote Congress 
that “Medicare payments for services related to the provision of chemotherapy 
drugs . . . are inadequate.” 

The inadequacy of the Medicare payment amounts is illustrated by the costs of 
one of the principal services. Under the physician fee schedule, the current Medicare 
payment level for the first hour of a chemotherapy infusion (CPT 96410) averages 
about $62. The cost of the supplies and equipment used in this procedure are esti- 
mated to be about $29, based on the 1994-95 prices used by CMS for these esti- 
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mates. The salary and benefits of the oncology certified nurses who furnish chemo- 
therapy are currently estimated by CMS to average about $35 an hour, and the 
total nurse time involved in furnishing an hour of infusion is estimated at about 
two hours. Among other elements, this work includes reviewing the patient’s med- 
ical history, verifying the drug orders, preparing the drug, educating the patient, as- 
sembling the necessary supplies, administering the drug, documenting the proce- 
dure, and follow-up phone calls. 

Thus, the costs of the supplies, equipment, and nurse time for an infusion by 
themselves significantly exceed the Medicare payment amount. Moreover, there is 
nothing in the Medicare payment to cover the other costs of the office, including the 
administrative staff and the overhead, which CMS, using American Medical Asso- 
ciation data, estimates to be about two-thirds of a physician’s costs. The Medicare 
payment amount for chemotherapy services are far less than the costs incurred to 
furnish the services. ASCO estimates that Medicare pays less than one-fourth of the 
total costs of the principal chemotherapy procedures. 

ASCO believes that this underpayment results at least in part because of the way 
in which the methodology for the Medicare physician fee schedule sets payment 
amounts for services that may represent significant expense to a practice but are 
not directly furnished by the physician. Chemotherapy is one example. At the time 
CMS adopted this methodology in 1998, it characterized its approach as “interim” 
but the methodology has not yet been revised. 

ASCO believes that the payment amounts for services of this kind — those that do 
not have a physician work component — should be based on information about the 
costs of providing those services, and not on the current “top-down” methodology 
that is used in general to set payment amounts. Although it would be desirable to 
collect new cost data, any restructuring in the near future must depend on informa- 
tion that currently exists or can be promptly developed. Consequently, ASCO rec- 
ommends use of the data on costs that was initially developed by the Clinical Prac- 
tice Expert Panels and has subsequently undergone review in the American Medical 
Association refinement process and analysis by CMS. Medicare should pay the full 
direct and indirect costs of chemotherapy services as estimated in that process. 

There should also be a new type of Medicare payment for services that are related 
to chemotherapy but are not part of the chemotherapy procedure itself. Oncologists 
and their professional staffs typically furnish a variety of services to cancer patients 
for which there is no explicit reimbursement. These services include the extensive 
support that seriously ill cancer patients frequently require, including social worker 
services, psychosocial services, and nutrition counseling. Social worker services en- 
compass a variety of services intended to help patients carry out their therapy, such 
as help with insurance, arranging transportation to treatment, and filling prescrip- 
tions. Psychosocial support includes services such as counseling patients on their ac- 
tivities of daily living, support groups that meet in the physician’s office, and grief 
counseling. In addition, physicians treating cancer patients perform an extraor- 
dinarily high amount of work outside the patient’s presence, including family coun- 
seling, telephone calls, arranging for entry into clinical trials, and so forth. While 
other types of physician specialists may provide such services to occasional patients, 
oncologists and their staffs typically provide these services to the bulk of their entire 
patient load. If the Medicare payments for the drugs and drug administration are 
aligned closely with their costs, there will not be sufficient funds available to con- 
tinue these services, which are so important to the seriously ill cancer patient popu- 
lation. Medicare patients need to continue to receive these services to deal with 
their disease, and the services should not be cut off to save money. 

PAYMENTS FOR DRUGS 

Finally, let me turn to the Medicare payments for the drugs themselves. The cur- 
rent Medicare payment amount for covered drugs is based on 95% of published aver- 
age wholesale price (AWP). As is widely known, published AWP overstates, by a 
varying amount, the prices at which drugs can actually be purchased. This cir- 
cumstance does not necessarily make AWP useless, however, and AWP is widely 
used by public and private insurance programs in their reimbursement methods for 
drugs that are dispensed by pharmacies or administered in physician offices. 

In recent years, the difference between AWP and actual prices for some drugs has 
become very large. This situation typically occurs for multiple-source drugs or drugs 
with close competitors, where competition forces down the actual price even though 
the list price, on which AWP is based, remains high. The large discrepancy between 
price and reimbursement amount for some drugs is not an appropriate situation. 

As part of restructuring the Medicare payment system, ASCO recommends one 
of two approaches to revising the payments for drugs. First, Medicare could deter- 
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mine the market prices of each drug. Instead of using AWP, the law could require 
drug wholesalers to report to a Medicare contractor the prices at which they sold 
each Medicare-covered drug, considering all discounts, and the quantity sold at that 
price. The contractor could then compile those reports into a picture of the range 
of market prices for each drug and set a Medicare payment level accordingly. 

If this market approach is adopted, ASCO believes that a number of features 
should be included to insure that the survey results in an appropriate payment 
level: 

• The price reports should be frequent so that they reflect changing market condi- 

tions. ASCO recommends that the wholesalers submit reports every month and 
that the contractor process the data promptly so that it can be used for reim- 
bursement purposes in the second following month. For example, prices of drugs 
sold in January would be used to set the payment amounts for March. 

• Since there will be a variation in the prices, the Medicare payment level for each 

drug should be set at an amount that will cover the prices actually paid by the 
vast majority of physicians. ASCO recommends the 95th percentile. Prices actu- 
ally paid may vary greatly because physicians in larger groups are able to nego- 
tiate lower prices based on their volume purchases. It would be extremely un- 
fair to pay based on the median price or some similar price because that would 
systematically discriminate against physicians who are unable to negotiate 
lower prices. Oncologists who are routinely reimbursed less than what they pay 
for a drug would be unable to continue furnishing drugs to their patients. 

• The payment methodology should be flexible enough to take known manufacturer 

price increases into account immediately. For example, if data on wholesale 
prices is collected during January for use in March, but the manufacturer raises 
the price of a drug by 5% on February 1, that should be taken into account in 
setting the March payment amounts. 

• There should be an add-on amount to reflect certain costs associated with use of 

the drug. These include costs such as spillage, wastage, the opportunity cost of 
the capital tied up in drug inventory, procurement and storage costs, and un- 
paid patient coinsurance (bad debt). Although Medicare Part B does not ordi- 
narily cover bad debt, bad debt here represents an out-of-pocket loss to the phy- 
sician and should be treated specially. The various components of these extra 
costs are difficult to estimate, so ASCO recommends a flat 10% add-on to cover 
them. 

• Sometimes physicians will encounter especially high prices for drugs, such as if 

they have to purchase a drug from a pharmacy in an emergency. The system 
should always allow a physician to be reimbursed for the actual acquisition cost 
by submitting documentation as to the purchase price. 

• In states that impose a sales or gross receipts tax on physician-administered 

drugs, Medicare should also cover that amount so as to keep the physician fi- 
nancially whole. 

An alternative approach to using a survey of market prices would be to make the 
published prices used by Medicare more accurate. The main concern expressed 
about the published prices has been the particularly large differences between the 
published prices and actual prices for some drugs. The law could be changed to re- 
quire manufacturers to submit accurate prices to the publishers. This approach 
would have the advantage of not requiring a government contractor to compile data. 

ASCO could support either of these approaches and we would be happy to work 
with Congress to develop the details of an appropriate methodology. Our concern is 
only that the resulting Medicare payment must be adequate to cover the full costs 
incurred by oncologists. Oncologists pay varying amounts for drugs, with large prac- 
tices and entities able to obtain volume discounts not available to everyone. The 
methodology adopted must be adequate to insure that all oncology practices, regard- 
less of size, obtain full reimbursement of all their drug-related costs. 

HOSPITAL OUTPATIENT DEPARTMENTS 

The Medicare statute ties payments under the hospital outpatient prospective 
payment system to AWP by paying for drugs used in cancer therapy based on 95% 
of AWP for a two to three year transitional period. As the payment methodology for 
drugs furnished in physician offices is revised, it is important that possible effects 
on payments for services in hospital outpatient departments be kept in mind. Hos- 
pital outpatient departments are an essential part of the delivery system for cancer 
care, and Medicare payments must be adequate to support their continued oper- 
ation. 



107 


CONCLUSION 

In summary, ASCO supports restructuring Medicare payments for chemotherapy 
related services by reducing the payments for drugs and appropriately increasing 
the payments for related services. It is essential that the cumulative payments after 
this restructuring fully cover the costs of the items and services that oncologists fur- 
nish to cancer patients. If their costs are not covered, oncologists will be unable to 
continue furnishing chemotherapy in their offices, and the result could be extreme 
disruption of the cancer care delivery system. 

Oncologists have dedicated their professional lives to treating patients with can- 
cer, and our only objective here is to insure that our patients can continue to receive 
the therapy and services that they need in the setting that is most convenient and 
accessible. We believe that Medicare payments can be restructured without adverse 
consequences if our recommendations are adopted, and we look forward to continued 
work with the Congress toward that end. 

Mr. Greenwood. Thank you very much, Dr. Norton. We appre- 
ciate your testimony. And now, Mr. Martyn, you are recognized for 
5 minutes. 


TESTIMONY OF KEVIN MARTYN 

Mr. Martyn. Thank you, Mr. Chairman and members of the 
committee, for allowing me the opportunity to testify today. This 
hearing addresses a subject that has a potential to impact directly 
the quality of care that our patients receive, and I would ask that 
the prepared testimony that I have submitted be included for the 
record. 

I am the Executive Director of Care for Life, which is a phar- 
macy and home health care provider. We provide blood clotting fac- 
tor products and related services and support the persons diag- 
nosed with hemophilia who self-infuse at home. The ability of our 
patients to treat their conditions by self-infusing at home instead 
of being treated in a hospital emergency room or treatment center 
allows individuals suffering from this condition to lead more nor- 
mal, healthy and productive lives. We believe that home infusion 
also saves the government money. 

Mr. Chairman, as a health care provider who has served the he- 
mophilia community for many years, I very much appreciate this 
committee’s concerns over the high cost of medications and pro- 
viding care. I am aware that there has been considerable criticism 
for paying providers based on the average wholesale price, and I 
would agree that the AWP may not be the right mechanism for all 
parts of the Medicare program. 

Having said that, Care for Life experienced firsthand last year 
what happened when AWP was reduced without adequate consid- 
eration for the impact on patient care. When AWP was suddenly 
lowered for blood clotting products, my company faced the difficult 
task of telling some patients that we could no longer provide care. 
We delayed this decision in every case for several months while op- 
erating at a loss, but as a business we cannot do that for long. For- 
tunately, in all but a handful of cases the State Medicaid directors 
decided to switch back to the previous accepted AWP levels or 
made modifications to their reimbursement level accordingly, and 
we were able to continue to provide care. 

At least with respect to disease that we treat, the current pay- 
ment mechanism has resulted in good care at a fair price. I would 
like to describe briefly how we arrived at this system, the system 
that at least for hemophilia works quite well. 
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Mr. Chairman, many years ago the primary way for hemophiliacs 
to receive care was to go to a hospital emergency room. There the 
doctor would examine them and continue to infuse and to notify 
the patient that they were having a bleeding episode, and of course 
in this diseased state many patients are aware previous to that of 
that situation. They would then be admitted, given an IV, or infu- 
sion, and then released. 

Eventually policymakers, the health care industry, and the he- 
mophilia community realized it would be just as effective medically 
to encourage a shift to self-infusion at home and that doing so 
would in many cases be better for patients. Home infusion is better 
because patients begin to infuse sooner, which stops the bleeding 
faster, thereby decreasing likelihood of greater damage. In addi- 
tion, Medicare and Medicaid pay dramatically less than if a patient 
had to go to the hospital for treatment. 

The idea worked and today Medicare and Medicaid enjoy very 
significant cost savings from home infusion. For example, according 
to a study published in the Journal of Care Management in June 
1998, treating a minor bleeding incident at home cost $4,400 less 
than treating the same incident at the hospital. If only one-third 
of the hemophilia population experiences 10 minor bleeds for which 
they are needlessly required to visit the emergency room for treat- 
ment, the additional cost would be upward of $44,000 per person 
for minor incidents per annum. Multiplying that by 8,000, roughly 
one-third of the hemophilia population, that total cost of govern- 
ment could be as high as an additional $352 million annually. For 
severe hemophiliacs the additional cost of emergency room treat- 
ment would be much higher, more than $100,000 per year. These 
additional costs do not include those costs associated with treating 
the increased physical injuries hemophiliacs suffer from the delay 
involved in having to make a trip to the emergency room. 

In addition to the health benefits, self-infusion at home reduces 
administrative cost. For the service we provide the Federal Medi- 
care program only makes one payment under Part B. With the re- 
imbursement based on AWP, Care for Life performs all the services 
associated with providing the clotting factor. These services include 
having pharmacists on staff to dispense and track drug inter- 
actions, nurses, administrative personnel, shipping, storage, train- 
ing, supplies, and the cost of advancing the money used for pur- 
chasing the clotting factor. Care for Life, like many of the providers 
upon which Medicare relies, is a for-profit enterprise. Just like any 
other business we must make a reasonable profit margin or inves- 
tors will put their money elsewhere. After taxes we make roughly 
7 percent, which I believe is a reasonable return. 

If the reimbursement mechanism were changed so that the reim- 
bursement was substantially decreased, providers like Care for Life 
would be forced to send patients back to the hospital. That in turn 
would ultimately lead to increased costs to the Medicare and Med- 
icaid programs and the decrease in quality of care received by indi- 
viduals with hemophilia. It is an outcome that I am confident this 
committee will work to avoid. 

Again, I thank you for holding this hearing and for giving me the 
opportunity to testify. I share in your concerns, and I applaud your 
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efforts to develop a reasonable approach to Medicare reimburse- 
ment, and I will welcome any questions you might have. 

[The prepared statement of Kevin Martyn follows:] 

Prepared Statement of Kevin Martyn, President, Care For Life 

Chairman Bilirakis, Chairman Greenwood, Members of the Committee, good 
morning. My name is Kevin Martyn. I would like to thank you for the opportunity 
to testify today. This hearing addresses a subject that has the potential to impact 
directly the quality of care that our patients receive. I would ask that the prepared 
testimony that I have submitted be included in the record. 

I am the President of Care For Life. Care For Life is a pharmacy and home health 
care provider. We provide blood clotting factor products and all related services and 
support to persons with hemophilia who self-infuse at home. The ability of patients 
to treat their condition by self-infusing at home — instead of being treated in a hos- 
pital emergency room or treatment center — allows individuals suffering from this 
condition to lead more normal, healthy, and productive lives. Home infusion also 
saves the government money. 

Mr. Chairman, as a health care provider who has served the hemophilia commu- 
nity for many years, I very much appreciate this Committee’s concerns over the high 
cost of providing care. I am aware that there has been considerable criticism of pay- 
ing providers based on the average wholesale price, or AWP, and I would agree that 
AWP may not be the right mechanism for all parts of the Medicare program. Having 
said that, Care For Life experienced first hand last year what happened when AWP 
was reduced without adequate consideration for the impact on patient care. When 
AWP was suddenly lowered for blood clotting products, my company faced the dif- 
ficult task of telling some patients that we could no longer provide care. We delayed 
this decision in every case by several months by operating at a loss. But as a busi- 
ness we could not do that for long. Fortunately, in all but a handful of cases the 
state Medicaid directors decided to switch back to the old AWP levels, and we were 
able to continue to provide care. At least with respect to the disease that we treat, 
the current payment mechanism has resulted in good care at a fair price. I would 
like to describe very briefly how we arrived at this system — a system that, at least 
for hemophilia, works quite well. 

Mr. Chairman, many years ago the primary way that hemophiliacs received care 
when they were having a bleeding episode was to go to a hospital emergency room. 
There, a doctor would examine them and tell them what they already knew: they 
were having a bleeding episode and needed an infusion of clotting factor to stop the 
bleed. The patient would be admitted, hooked up to an IV, given an infusion, then 
released. Eventually, policymakers, the health care industry, and the hemophilia 
community realized that it would be just as effective medically to encourage a shift 
to self-infusion at home, and that doing so would in many cases be better for pa- 
tients. Home infusion is better because patients begin to infuse sooner, which stops 
the bleeding faster, thereby decreasing the likelihood of greater damage. In addition, 
Medicare and Medicaid pay dramatically less than if the patient had to go to the 
hospital for treatment. 

The idea worked, and today Medicare and Medicaid enjoy very significant cost- 
savings from home infusion. For example, according to a study published in the 
Journal of Care Management in June of 1998, the cost to the government of treating 
a minor bleeding episode in an adult male who self-infuses at home is $1,186. 

Alternatively, if that patient had to make an emergency room visit to get treat- 
ment — for the same minor bleeding episode — the cost to the government would be 
$5,620. That is a difference of more than $4,400 per incident, again, based on a 
minor bleeding episode. 

Light to moderate hemophiliacs may bleed around 12 times per year. Those with 
severe hemophilia may experience a bleed 52 times per year. The Centers for Dis- 
ease Control and the national organizations representing the hemophilia community 
estimate there are 17,000 to 30,000 hemophiliacs in the U.S. The reported numbers 
vary because not all hemophiliacs seek treatment at treatment centers that report 
to the CDC. 

Accordingly, if only one third (approximately 8,000) of the hemophilia population 
experiences 10 minor bleeds for which they are needlessly required to visit the 
emergency room for treatment, the additional cost to the government would be 
$44,000 per person for minor incidents in that year. The total additional cost to the 
government would be $352,000,000 annually. 

For severe hemophiliacs, the additional cost of emergency room treatment would 
be much higher, easily more than $100,000 annually per patient. These additional 
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costs do not begin to address the increased physical injury hemophiliacs suffer from 
the delay involved in having to make a trip to the emergency room to get treatment 
or the additional costs involved in treating those increased injuries suffered as a re- 
sult of the delay in receiving infusion treatments. 

In addition to the health benefits, self-infusion at home reduces administrative 
costs. With respect to providing clotting factors to hemophiliacs, the federal Medi- 
care program only makes one payment under Medicare Part B. Under the statutory 
formula, the actual payment from Medicare equals 76% of the AWP for the clotting 
factor used. We get 76% of AWP because the law directs Medicare to pay 80% of 
the allowable cost, which is statutorily set at 95% of AWP. The provider must collect 
the other 20% of the 95% allowable cost — the co-pay — from either the patient, pri- 
vate insurance, or the state Medicaid program. In the case of Care For Life, roughly 
90% of the time we are successful in collecting some portion of that 20% co-payment. 

With the reimbursement based on AWP, Care For Life performs all of the services 
associated with providing the clotting factor. These services include having phar- 
macists on staff to dispense and track drug interactions, nurses, administrative per- 
sonnel, shipping, storage, training, supplies, and the cost of advancing the money 
used to purchase the clotting factor, to name a few. 

Care For Life, like many of the providers upon which the Medicare system relies, 
is a for-profit enterprise. Just like any other business, we must make a reasonable 
profit margin, or our investors will put their money elsewhere. After taxes, we are 
making roughly 7%, which I believe is a reasonable return. It is much less than the 
margins earned by some of the country’s telecommunications companies, car compa- 
nies, and entertainment companies, but enough so that it makes sense to be in this 
line of business. 

If the reimbursement mechanism were changed so that reimbursement was mate- 
rially decreased, providers like Care For Life would be forced to send patients back 
to the hospital. That in turn would ultimately lead to increased cost to the Medicare 
and Medicaid programs, and a decrease in the quality of care received by individ- 
uals with hemophilia. That is an outcome that I am confident that this Committee 
will work to avoid. 

Again, I thank you for holding this hearing and for giving me an opportunity to 
testify. I share your concerns and I applaud your efforts to develop a reasoned ap- 
proach to Medicare reimbursement. I welcome any questions that you may have. 

Mr. Greenwood. Thank you, Mr. Martyn. Mr. Connaughton for 
5 minutes. 


TESTIMONY OF THOMAS A. CONNAUGHTON 

Mr. Connaughton. Mr. Chairman, I am President of the Amer- 
ican Association for Homecare. Our association includes the full 
spectrum of the home care industry, including providers of inhala- 
tion and infusion therapies in the home setting. Drugs provided in 
these therapies have been relevant to this hearing. 

I am accompanied by Dr. JoAnn Lamphere of the Lewin Group. 
At our request Lewin conducted a survey of companies offering in- 
halation and infusion therapies across the country to determine the 
costs of providing those therapies in the home. Dr. Lamphere will 
report on Lewin’s analysis of this survey and after making a few 
general statements I will defer to her. 

I want to highlight that the pharmaceutical products used in in- 
halation and infusion therapies are not simply oral medications. In 
the case of respiratory medications these drugs must be utilized in 
conjunction with nebulizers. Infusion drug therapy involves pri- 
marily the administration of the drug into the body through a nee- 
dle or catheter. These therapies cannot typically be administered 
without a complex array of services. 

There are some fundamental principles that are important to un- 
derstand regarding home care and Medicare reimbursement for 
prescription drugs. 
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First, our members provide these products in the home, which is 
significantly more cost effective than providing them in an institu- 
tion. 

Second, the work of the home care provider begins with a pre- 
scription. The provider must furnish the drug prescribed by the 
physician and is not engaged in the selection of a particular prod- 
uct. 

Third, administering pharmaceuticals in the home setting in- 
volves a number of functions and services performed by the home 
care provider. These services include the preparation of patient 
specific sterile drugs, comprehensive training of patients and often 
their families, and clinical monitoring to prevent infections and 
other potentially life-threatening complications. Trained profes- 
sionals are on call on a 24-hour basis. In most cases providing 
these services is more costly than the drug itself, as the Lewin re- 
port will underscore. 

Fourth, unlike managed care, which pays for a product plus serv- 
ices, the sole reimbursement under Medicare Part B for these prod- 
ucts is for the drug itself. The difference between the reimburse- 
ment rate and the cost of the drug must cover all the services. Out- 
side of a small dispensing fee for respiratory drugs, there is no fee 
schedule for our services, unlike the physicians schedule. 

Fifth, Medicare coverage for infusion therapies is very limited, 
and Medicare is losing the advantage of efficiencies provided in the 
home setting that the private sector is taking advantage of. 

Sixth, we have not been able to make a recommendation for re- 
placement of the AWP system, and I am somewhat comforted that 
there has been a lot of questions from everyone who has come up 
here. It is very complex and there are so many variables. That is 
why we advise you to proceed with care. If, however, Congress re- 
vises the reimbursement system for Medicare Part B drugs, it 
should make certain that it provides for reimbursement of all the 
services and functions involved in providing these therapies in the 
home setting based on standards that are widely used in private 
sector. It should further expand the coverage of infusion therapies 
for Medicare beneficiaries. 

H.R. 2750, introduced by Mr. Engel and others earlier this year, 
addresses these issues in the context of infusion therapy. We be- 
lieve this approach is equally appropriate for inhalation therapies. 

Dr. Lamphere? 

[The pepared statement of Thomas A. Connaughton follows:] 

Prepared Statement of Thomas A. Connaughton on Behalf of the American 
Association for Homecare 

Mr. Chairman, my name is Tom Connaughton. I am President of the American 
Association for Homecare (“AAHomecare”). Our Association was formed by the 
merger of three national associations on February 1, 2000. We are the only national 
association that represents every line of service within the homecare community. 
Our members include providers and suppliers of home health services, durable med- 
ical equipment (DME) services and supplies, infusion and respiratory care services, 
and rehabilitative and assistive technologies, as well as manufacturers and state as- 
sociations. 

We thank you for the opportunity to discuss the Medicare reimbursement system 
for pharmaceuticals administered to beneficiaries by homecare providers and sup- 
pliers, in particular, home infusion therapies and inhalation therapies administered 
to respiratory patients. Homecare providers and suppliers save Medicare money by 
treating patients in the most cost-effective setting — their homes. The savings gen- 
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erated by treating patients at home can be dramatically cost-effective when com- 
pared to the cost of the same therapy administered in an institutional setting. 

Joining me is JoAnn Lamphere (Dr.P.H.) of The Lewin Group. At the request of 
our association, The Lewin Group conducted a survey of providers and suppliers of 
inhalation and infusion therapies in order to determine the costs associated with 
these therapies. The Lewin Group has prepared a report analyzing the results of 
this survey. To our knowledge, it is the most definitive report on the subject to date. 
Dr. Lamphere will summarize the findings of that report and, of course, a complete 
copy is attached for your information. 

I want to begin by making an important distinction between infusion and inhala- 
tion therapies administered to patients in their homes and conventional outpatient 
drugs such as pills and “patches.” The key difference is that pills and patches do 
not require professional services to administer. An individual can consume a pill or 
apply a patch himself after obtaining it from a retail or “traditional” pharmacy. In 
contrast, infusion and inhalation therapies cannot be administered to patients at 
home without a complex array of professional services. These medications are pro- 
vided only on the prescription of a physician and as required by regulatory, accred- 
iting and pharmacy licensing bodies, are prepared in high-tech, sterile settings simi- 
lar to those found in a hospital. These services ensure the safe and effective admin- 
istration of infusion and inhalation therapy in the home. 

As we begin this discussion, it is also important to note that homecare providers 
and suppliers are not paid separately for these important services. Medicare does 
not have a separate benefit for these homecare therapies. Infusion and respiratory 
medications furnished to homecare patients are covered under the Medicare DME 
benefit. This means that the only items that are explicitly covered and reimbursed 
are the drugs, the equipment, and the supplies. Unlike other health care profes- 
sionals, homecare providers and suppliers do not have a mechanism that reimburses 
the services necessary to administer the drugs in addition to the reimbursement for 
the drugs. By comparison, the private managed care sector has recognized the tre- 
mendous cost-savings associated with homecare and it continues to provide coverage 
for a growing list of home infusion and inhalation therapies. Moreover, such organi- 
zations contract with providers for extended periods of time, guarantee tremendous 
volume, and structure their contracts with both a fee for tbe drug and a per diem 
to assist in covering the providers’ costs of services. 

INHALATION THERAPY 

Inhalation therapy is administered to patients with respiratory disease, including, 
for example, chronic obstructive pulmonary disease (COPD). COPD is the fourth 
leading cause of death in the United States, affecting 16 million people. 1 COPD in- 
cludes a number of chronic respiratory diseases such as emphysema, chronic bron- 
chitis, and asthma. Individuals with COPD have a progressive illness. The disease 
can be stabilized, but it cannot be cured. Inhalation therapy is used to manage 
COPD throughout the course of the disease, but in the more advanced stages of 
COPD, other therapeutic interventions may be required. 

Specifically, inhalation therapy is the process through which a drug or a combina- 
tion of drugs is delivered into the airways and inhaled directly into the lungs via 
a device called a nebulizer. These drugs may include beta-adrenergic broncho- 
dilators, anticholinergic bronchodilators, mast cell stabilizers, anti-inflammatory 
steroids, antibiotics, and sputum liquefiers. Patients receiving inhalation therapy at 
home are monitored by respiratory therapists and highly trained pharmacists. Inha- 
lation therapies reduce acute exacerbations of COPD, saving the Medicare program 
money in emergency room visits and inpatient stays. 

INFUSION DRUG THERAPY 

Private sector insurance plans and private managed care plans increasingly have 
embraced home infusion drug therapy since the 1980’s. Antibiotic therapy, chemo- 
therapy, and pain management are among the spectrum of infusion therapies that 
are now commonly provided to patients in their homes. Currently, there are over 
twenty different drug therapies being offered in the home and other outpatient set- 
tings in the private sector. The private sector plans and payers typically recognize 
expressly and separately the professional services necessary to provide infusion drug 
therapy in a safe and effective manner in the home setting. 


1 See National Institutes of Health, Global Initiative For Chronic Obstructive Pulmonary Dis- 
ease, April 2001; Agency for Health Care Quality Research Evidence Based Practice Guidelines, 
Management of Acute Exacerbations of Chronic Obstructive Pulmonary Disease. 
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Infusion drug therapy involves primarily the administration of the drug into the 
body through a needle or a catheter. Typically, infusion drug therapy means that 
a drug is administered intravenously, but it may also apply to situations where 
drugs are provided through other parenteral (non-oral) routes. Generally, infusion 
drug therapies are used only when less invasive means of drug administration are 
clinically unacceptable or less effective. A team of patient service representatives, 
clinical pharmacists, high tech infusion nurses, and delivery and reimbursement 
professionals support patients and their caregivers throughout their treatment. 
These services are inextricably linked to the therapies and are often mandated by 
accrediting bodies whose standards ensure quality delivered in an alternate site set- 
ting. 

Providing infusion therapies at home has several advantages over hospital-based 
therapy. Most patients prefer to receive such therapies at home rather than in the 
hospital or in a skilled nursing facility. Homecare therapy allows many patients to 
lead normal lives throughout the duration of the therapy; it enables terminally ill 
patients to spend valuable time with their families and loved ones. Also, the ability 
to administer these therapies in the home reduces the risk of hospital-acquired in- 
fections that are sometimes associated with prolonged in-patient stays. In most 
cases, the cost of infusion drug therapy when properly provided in the home is far 
less than the cost of such care in the hospital. 

MEDICARE COVERAGE OF HOME RESPIRATORY AND INFUSION INHALATION THERAPIES 

It is important to note that Medicare covers very few of the infusion drug thera- 
pies when provided at home. Further, as I stated above, Medicare does not have a 
separate inhalation therapy benefit or a home infusion therapy benefit. Medicare 
coverage for these therapies in the home is found only under the DME benefit — but 
only when equipment such as a nebulizer or an infusion pump is necessary. The fact 
that coverage for these therapies is limited to the DME benefit is a very important 
point in understanding the homecare community’s issues with drug reimbursement, 
because the DME benefit explicitly covers only the drugs, supplies, and equipment. 
There is no recognition of the professional services and other functions that are 
widely recognized as necessary to providing inhalation and infusion drug therapies 
in the home in a safe and effective manner. 

The Medicare program’s lack of recognition of these professional services is illogi- 
cal, potentially threatening to beneficiaries, and contrary both to how clinicians de- 
fine and the private sector plans cover these therapies. The clinical value and neces- 
sity of the provision of professional services to deliver inhalation and infusion thera- 
pies is reflected in various accreditation standards commonly used by private sector 
payers, such as the standards established by the Joint Commission on Accreditation 
of Healthcare Organizations (JCAHO). Indeed, private payers pay for these services 
as a specific component of the benefit. The Lewin Group’s analysis provides a good 
picture of the costs involved in providing such services. 

These therapies require specialized pharmacy services. Such services include the 
compounding of many of the drugs in a sterile setting, responding to emergencies 
and questions regarding therapy, and participating in the training and education of 
the patient (and often the patient’s family). These therapies also require the services 
of a nurse or respiratory therapist to perform a variety of functions, including pa- 
tient screening and assessment, patient training regarding administration of the 
pharmaceuticals, and general monitoring of the patient’s health status. In the case 
of infusion therapy, these services also include care for the infusion site, and moni- 
toring of the catheter exit site for signs of infection or other complications. In addi- 
tion, the drug, supplies, and equipment are delivered to the patient’s home often 
within four hours of the prescription. Patient satisfaction and other outcomes are 
measured and reported to accrediting organizations as part of quality improvement 
programs. Finally, staff, including licensed pharmacists, pharmacy technicians, res- 
piratory therapists, and registered nurses, are on call 24 hours a day. 

It is important to underscore that none of the specialized pharmacy services is 
covered under any other Medicare benefit. In a minority of cases, Medicare home 
infusion patients may meet the “homebound” requirement and qualify for the home 
health benefit. In such instances, the nursing services described above would be cov- 
ered under that benefit. For all other Medicare Infusion Patients, the nursing serv- 
ices are not covered by the home health benefit. 

AVERAGE WHOLESALE PRICE AND DRUG PRICING ISSUES 

Much has been said about how Medicare pays for the few outpatient drugs that 
are covered currently. The use of the average wholesale price (AWP) as the principal 
basis for determining reimbursement for drugs has received much criticism recently 
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as being an inaccurate reflector of the physicians’ and pharmacists’ costs for these 
drugs. There is little question that these criticisms are correct — if the payment 
“buys” drugs only. In actual fact, the drug payment calculated on the basis of AWP 
has been used for far more than that. With regard to inhalation and infusion ther- 
apy in the home setting, the drug payment is the only available payment mecha- 
nism for needed functions that are essential to providing good quality care. In other 
words, the spread between the providers and suppliers’ acquisition cost and the 
Medicare reimbursement under Medicare Part B must cover all functions and serv- 
ices. The acquisition cost of the drug is only a fraction of the overall cost of caring 
for these patients at home. 

The conclusions of the Lewin report, which Dr. Lamphere will explain in more de- 
tail, reinforce the point that the cost of the drugs represents only one small portion 
of the overall cost of caring for these patients in need of inhalation or infusion ther- 
apy. Indeed, the cost of goods represents 26% of total costs while direct patient care 
costs average 46% and indirect costs such as accreditation, information systems, and 
Medicare/Medicaid regulatory compliance amount to another 25%. 

In the case of infusion therapies delivered to Medicare beneficiaries, providers, 
and suppliers, costs exceed the revenues received under Medicare. For respiratory 
medications, providers and suppliers report an average margin of 9.2% after taxes, 
which is considerably less than the average after tax margin of 14.4% reported by 
companies on the S&P index for the same time period in 2000. 

It is important to note that homecare providers are not engaged in the selection 
of a particular drug. Physicians prescribe exactly which drugs should be used. The 
services furnished by homecare providers and suppliers are triggered by the physi- 
cian’s prescription. Their jobs begin when they receive the physician’s order. 

Policymakers simply cannot look at drug payment as an isolated issue, separate 
from the other workings of a particular therapy. Reducing drug payments dramati- 
cally, without corresponding changes in other aspects of the payment methodologies, 
would truly strain the ability of suppliers and providers to continue to provide these 
drug therapies to Medicare beneficiaries. Indeed, homecare providers and suppliers 
are in a far more tenuous position regarding drug reimbursement than are other 
providers because they receive no payment whatsoever for the important functions 
and services. Reimbursement for drug therapies delivered in the home is tied solely 
to the drug supplies and equipment. There is no fee schedule for services. These 
necessary professional services must be recognized, and they should be reimbursed. 

While we have analyzed the AWP system and possible alternatives, we have not 
been able to develop a recommendation for the Subcommittees for a system that ac- 
curately determines the cost of products to providers and suppliers. These costs vary 
so widely among providers and suppliers that it is difficult to conceive of a system 
that accurately accounts for all of these variables. Accordingly, we urge Congress 
to proceed with caution. However, if Congress contemplates changing the reimburse- 
ment system under Part B for drugs administered in the home, it is critical that 
it recognizes the services involved and provide a framework for reimbursing them. 
It is not an option, in our opinion, to limit payment and coverage strictly to what 
is covered under the DME benefit. If Medicare beneficiaries receive only what the 
DME benefit currently recognizes — the drug, supplies, and equipment (pump or 
nebulizer) — then the level of care for the Medicare beneficiaries will be far less than 
that commonly provided in the private sector. Indeed, there are questions whether 
there will be access for Medicare beneficiaries at all. That result would be neither 
fair nor clinically appropriate. Medicare beneficiaries often are less able to deal with 
the complexities of these technical homecare therapies than are people who are dec- 
ades younger. 


RECOMMENDATIONS 

We believe that it is important to establish accurate definitions of home res- 
piratory and infusion therapy, create quality standards based on those currently 
and widely used in the private sector, and establish a fee schedule that reflects all 
the covered components of the therapies. H.R. 2750, introduced earlier this year by 
Congressman Engel of New York, Congressman Rush of Illinois, Congressman 
Towns of New York, and Congresswoman Hart of Pennsylvania, would do exactly 
that for Medicare coverage of home infusion therapy. This bill would remove cov- 
erage of home infusion therapy from the DME benefit and establish a new benefit 
that accurately reflects how these therapies are and should be provided. If enacted, 
this bill will bring the Medicare program in-line with the private sector as to how 
these therapies are covered and defined. We believe this approach is equally appro- 
priate for inhalation therapies provided in the home if Congress revises the reim- 
bursement system for Medicare Part B and drugs. 
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Mr. Chairman, AAHomecare thanks you for the opportunity to present views on 
behalf of our member companies. Please do not hesitate to call upon us for addi- 
tional information. 


TESTIMONY OF JoANN LAMPHERE 

Ms. Lamphere. Mr. Chairman, my name is JoAnn Lamphere. 
Thank you for the opportunity to present key findings of the Lewin 
Group’s study. The significance of this study is that it supplies the 
most current and extensive estimates of the cost of respiratory and 
infusion therapies and the cost of the services that accompany 
quality patient care to Medicare beneficiaries in the home. 

This past summer the Lewin Group surveyed 19 home pharmacy 
companies that served Medicare patients in all 50 States. A de- 
scription of the study’s analytic approach is in our report. Key find- 
ings of the study include pharmacy, nursing coordination, patient 
education, and other direct costs account for 46 percent of the total 
costs incurred by pharmacies providing respiratory and infusion 
therapies to Medicare patients. Medicare does not currently recog- 
nize these costs. The acquisition cost of the drug itself accounts for 
26 percent. Indirect costs and bad debt account for another 28 per- 
cent. The distribution of direct patient costs varies by type of ther- 
apy. For respiratory therapy service costs equal 46 percent. For 
home infusion service costs range from 40 percent for chemo- 
therapy to 26 percent for antiinfectives. Pretax operating margins 
are 20.5 percent for respiratory and negative 22.2 percent for home 
infusion services. The bottom line after-tax Medicare margin is 9.1 
percent, which represents the combined margin for respiratory and 
infusion therapies provided to Medicare patients by home care pro- 
viders after corporate income tax and interest and depreciation are 
recognized. 

If we are to assure that Medicare beneficiaries across the United 
States have access to medically prescribed respiratory and infusion 
therapies in the home, these companies must continue to be finan- 
cially viable. 

Mr. Chairman, thank you. 

[The prepared statement of JoAnn Lamphere follows:] 

Prepared Statement of JoAnn Lamphere, The Lewin Group 

Mr. Chairman. My name is JoAnn Lamphere, Dr.P.H. I am a Senior Manager in 
the Health Care Finance Practice of The Lewin Group. Thank you for the oppor- 
tunity to present key findings of a study that The Lewin Group conducted for the 
American Association for Homecare. The purpose of this study was to determine the 
costs to providers associated with the clinical and support services offered to Medi- 
care patients receiving respiratory and home infusion therapies in the home. 

The significance of this study is that it provides the most current and extensive 
estimates of the cost of respiratory and infusion medications and the cost of the as- 
sociated services that accompany quality patient care. This information should be 
useful to you in the months ahead as you consider the adequacy of Part B payments 
for drugs and biologicals under the Medicare program. 

This past summer, The Lewin Group surveyed 19 home pharmacy providers. The 
sample was selected with the intent of representing homecare pharmacy companies 
nationwide. As a group, the sampled providers serve Medicare patients nationwide 
in all 50 states. The sampled companies range in size from less than $1 million to 
greater than $1 billion in annual net revenue. Sampled companies served 164,782 
respiratory and 2,400 home infusion Medicare patients in CY 2000. 

A chief financial officer (or designee) or head pharmacist from each participating 
company completed a mail-in survey; the information they provided was based on 
company financial records. The Lewin Group validated data submitted through fol- 
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low-up telephone interviews and available secondary data sources. The information 
that respondents provided included Medicare revenues, acquisition cost of goods, 
cost of pharmacy operations and other direct patient care, and other major costs 
that accompany the provision of respiratory and home infusion therapies to Medi- 
care patients in the home. (Respondents were directed to exclude any costs and rev- 
enues associated with skilled nursing services that are reimbursed through home 
health agency provisions of Medicare.) Respondents were asked to proportionally al- 
locate specified Medicare service expenses based on the volume of Medicare patients 
they served. 

In a study such as this, it is important to assure that findings are not biased by 
a small sample size. To achieve this objective, a double weighting process was adopt- 
ed. First the sample of homecare pharmacies was divided into two groups, large 
companies and small companies, based on volume of their respiratory and home in- 
fusion business. Revenues and costs were then pooled at the “large” and “small” 
company levels and sampled companies’ respiratory and home infusion service costs 
and margins were calculated from these numbers. Next, an additional set of weights 
was employed in order to ensure that calculations from the sample reflect the indus- 
try’s distribution of large and small firms with respect to Medicare respiratory and 
home infusion services. Thus, the Lewin estimates of Medicare product and service 
costs for respiratory and home infusion therapies and Medicare operating margins 
were calculated in such a way that they are broadly representative of the homecare 
pharmacy industry as a whole. 

What was learned from this Lewin study? Our key findings include: 

• Pharmacy operations, patient care and education, and other direct costs account 

for 46 percent of the total cost incurred by homecare pharmacies providing res- 
piratory and home infusion therapies to Medicare patients. The acquisition cost 
of the goods themselves account for about 26 percent of the total cost, on aver- 
age. 

• The distribution of costs for pharmacy operations, direct patient care, and other 

services varies dramatically by type of therapy. For respiratory therapy, service 
costs equal 46 percent of the total cost of providing respiratory services in the 
home. For home infusion therapies, service costs range from a high of 40.2 per- 
cent for chemotherapy and 38.7 percent for pain therapy and management to 
25.8 percent for anti-infectives and 26.4 for inotropic therapy. 

• Indirect costs, such as management systems, regulatory compliance programs, 

field administration, and bad debt make up the remaining 28 percent of home 
pharmacy costs. 

• We analyzed pre-tax operating margins individually for respiratory and infusion 

therapies. Pre-tax operating margins are 20.5 percent for respiratory and -22.2 
percent for home infusion services. Combined, pre-tax operating margin for both 
services is 20.4 percent. 

• The bottom line after-tax margin for sampled companies is 9.1 percent. This 9.1 

percent is the estimated combined margin for respiratory and home infusion 
services provided to Medicare patients by home pharmacy companies after fed- 
eral and state corporate income taxes, as well as interest and depreciation, are 
recognized. 

Assuring quality patient care and meeting established patient quality care stand- 
ards (e.g., accreditation, federal and state licensure and regulatory requirements, 
etc.) is an essential component of the service homecare pharmacy providers offer to 
all patients, regardless of whether Medicare reimbursement policies expressly recog- 
nize these services. 

Currently, Medicare Part B reimbursement for drug products offsets the costs of 
important patient services for which there is no direct Medicare payment. The fi- 
nancial realities of the health care marketplace that provides respiratory and infu- 
sion therapies to Medicare patients at home require a positive after-tax margin in 
order to attract equity capital for future operations. Thus, if we are to assure that 
Medicare beneficiaries across the United States have access to medically prescribed 
respiratory and home infusion therapies in the home, these companies must con- 
tinue to be financially viable. 

Mr. Chairman. Thank you for the opportunity to present these findings from The 
Lewin Group’s study. A copy of the full report, on which this testimony is based, 
is provided for your consideration. 

Mr. Greenwood. Thank you very much for your testimony. Dr. 
Emanuel for 5 minutes. 
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TESTIMONY OF EZEKIEL EMANUEL 

Mr. Emanuel. Thank you, Mr. Chairman and members of the 
subcommittee, for inviting me to testify. I am Ezekiel Emanuel, an 
oncologist and bioethicist, and I work at the NIH as the Chair of 
the Department of Bioethics. I also am Chairman of the American 
Society of Clinical Oncology’s Task Force on Quality of Cancer 
Care. 

Let me start by saying what I am not. All my life I have worked 
in an academic setting at Dana-Farber Cancer Institute at the 
NIH, and I have never once billed Medicare for any chemotherapy 
I administer, so I know very little about AWP. 

The primary purpose of my testimony, however, is to talk to you 
about a study we conducted to look at the use of chemotherapy at 
the end of life. This is an area I’ve been interested in for about 15 
years. As you know, there’s widespread perception among the pub- 
lic that dying cancer patients receive too much chemotherapy. Con- 
versely, my colleagues believe that dying patients and their fami- 
lies often demand chemotherapy and that they use chemotherapy 
judicially at the end of life to enhance quality of life and prolong 
life. Ironically, there is no data on this subject and it’s never been 
looked at before. We looked at nearly 8,000 patients in Massachu- 
setts who died of cancer. Let me just summarize six of our findings. 

First, in the last 6 months of life about 33 percent of patients 
who died of cancer received chemotherapy and almost a quarter of 
patients received chemotherapy in the last 3 months of their life. 

When we compared — second point, when we compared patients 
who had chemotherapy responsive tumors like breast cancer, colon 
cancer, ovarian cancer, with patients who had at that time chemo- 
therapy unresponsive tumors, tumors that did not shrink with 
chemotherapy like pancreatic cancer or liver cancer or gall bladder 
cancer, we found no difference in the frequency with which the 
chemotherapy was given. So it was given as frequently to chemo- 
therapy responsive tumors as chemotherapy unresponsive tumors. 

Third, dying patients who were younger were much more likely 
to get chemotherapy than older patients regardless of cancer type. 

Fourth, how long dying patients receive chemotherapy, however, 
differed very much by the type of cancer patients had, so that those 
patients who had chemotherapy unresponsive tumors like pan- 
creatic cancer or liver cancer got chemotherapy for only one cycle 
whereas those people who had breast cancer and colon cancer tend- 
ed to get more chemotherapy. 

Fifth, unlike lots of other previous studies we found that patients 
who received chemotherapy at the end of life had substantially 
higher Medicare costs than patients who did not receive chemo- 
therapy, up to a third more. 

Finally, let me make the point that these data are not unique to 
Massachusetts. We did a small sample just to verify looking at 
California patients and found very similar data, although the exact 
numbers varied. 

How might these data affect the hearing here? One of the impor- 
tant questions is why are people getting chemotherapy at the end 
of life? What motivates people? There are several potential expla- 
nations. Let me highlight several. 
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First, I have to admit I can’t tell you from these data exactly why 
each patient got chemotherapy. We just looked at the Medicare 
data and it’s very hard to draw motivations. But one potential ex- 
planation is that many cancer patients, as mentioned by Congress- 
man Ganske, need or want chemotherapy at the end of life, espe- 
cially when they get diagnosed with a terminal illness, they go to 
an oncologist, they have no previous relationship and they want to 
try anything. Oncologists acquiesce, give the chemotherapy, and 
patients then find out they may not like it and that is why you get 
a lot of patients getting only one cycle of chemotherapy. 

Another potential explanation is that chemotherapy does, we 
know, improve quality of life of patients. It’s very hard for those 
of us who are healthy, who have never had cancer, who recognize 
the side effects, the nausea, the vomiting, baldness, that this might 
improve quality of life, but there are a number of studies showing 
that with lung cancer, colon cancer, ovarian cancer, chemotherapy 
improves pain and improves quality of life of dying patients. 

A third potential explanation is that we’re just uncertain about 
this, how long in fact are they going to live, and we are always cau- 
tious, so we would use chemotherapy. 

A fourth potential explanation is that oncologists may give chem- 
otherapy for a financial reimbursement, the spread between AWP 
and what they get. 

I want to emphasize from my data I can’t tell you which of these 
explanations is right, and we need a lot more research to tell how 
much these factors influence people. But one of the major concerns 
by our study I think is revealed when you contrast it with other 
data we have from Medicare, and I want to highlight data from col- 
leagues of mine at Memorial Sloan-Kettering. They recently looked 
at chemotherapy administered to patients with colon cancer where 
we know the chemotherapy prolongs life and can cure patients, and 
they revealed that only 55 percent of Medicare patients with colon 
cancer actually got chemotherapy. This is chemotherapy for which 
doctors would be reimbursed the same amount as in other cases, 
and so we know there are cases where there is overuse and cases 
where there is under use. 

And this leads me to this issue: While we are focusing on costs 
here, let me suggest that there is a bigger issue, and that is that 
we as oncologists cannot guarantee Americans who are diagnosed 
with cancer get optimal cancer care. Sometimes they may get too 
much chemotherapy, sometimes too little, even when oncologists 
are being reimbursed to give them chemotherapy. And I think that 
what we really need to figure out is how we’re paying for quality 
cancer care and that people who need the drugs get the drugs, and 
that’s actually why I have been working with ASCO on a $5 million 
project to try to figure out how we can get quality cancer care and 
what are the barriers to getting people the right drugs at the right 
time that prolongs their life and improves their quality of life. 

Thank you very much for inviting me, and I will be happy to an- 
swer any of your questions. 

[The prepared statement of Ezekiel Emanuel follows:] 



119 


Prepared Statement of Ezekiel Emanuel, Chief, Clinical Bioethics Depart- 
ment, Warren G. Magnuson Clinical Center, National Institutes of 

Health 

There is substantial concern about end-of-life care provided to Americans. In par- 
ticular, a number of commentators are concerned that dying cancer patients are fre- 
quently overtreated with chemotherapy. Critics contend that many oncologists 
overtreat dying patients with chemotherapy because they are reluctant to accept 
death and apprehensive about discussing end-of-life care. 1 - 2 - 3 Indeed, some critics 
contend that oncologists prey on their patients’ vulnerability, implying that chemo- 
therapy is the vehicle of hope, and pressing them to try it before reconciling them- 
selves to death. 4 Oncologists respond that it is terminally ill patients who demand 
treatment. More importantly, oncologists contend that they use chemotherapy pru- 
dently in patients at the end of life, when it is likely to provide symptom relief and 
enhance dying patients’ quality-of-life. 

How can we determine if chemotherapy is used too frequently for terminally ill 
cancer patients? There are no standards for the appropriate use of chemotherapy 
at the end of life based upon either randomized controlled trials or expert, con- 
sensus guidelines. While there are some data on treatment of patients with meta- 
static cancers, 5 even basic data on how frequently cancer patients are given chemo- 
therapy in the months before death are lacking. To explore whether chemotherapy 
is used prudently and rationally at the end of life, we separately examined its use 
among Massachusetts and California Medicare beneficiaries who died of cancer in 
1996. Dividing patients into two groups according to whether they died of cancers 
responsive or unresponsive to chemotherapy, we evaluated the use of chemotherapy, 
and the expenditures in the last year of life. 

METHODS 

Identifying Cancer Decedents: To focus only on persons who died from can- 
cer — not merely with cancer — based on the primary cause of death listed in the 
death certificate, we followed a 3-step process. First, in both Massachusetts and 
California we studied fully entitled Medicare beneficiaries who died in 1996, were 
at least 66 years old at death and were not enrolled in Medicare’s End Stage Renal 
Disease program. Decedents 66 years of age were selected to ensure we obtained a 
full year of Medicare expenditure data prior to death. We studied all such decedents 
in Massachusetts and 5% in California. Second, we merged HCFA’s denominator 
files with each state’s 1996 death certificate files. In Massachusetts, 42,452 Medi- 
care decedents met the criteria. In merging the files we used social security number 
(SSN), date of birth (DOB), date of death (DOD) and sex. A match was accepted if 
either of the following conditions was met: 1) there was a perfect match on SSN and 
either sex or both DOB and DOD or 2) a match on at least 7 of SSN digits and 
a perfect match on sex, DOB, and DOD. Of the 42,452 decedents, there was a match 
between the HCFA files and death certificates for 39,447 (92.9%). Only beneficiaries 
continuously enrolled in both Parts A and B Medicare insurance and who were not 
enrolled in an managed care organization over the entire last 12 months of life were 
retained, yielding 34,131 Massachusetts decedents. Third, we selected the 7,919 de- 
cedents whose primary cause of death listed on the death certificate was cancer. 

In California, the same general protocol was applied to a random 5% of Medicare 
enrollees yielding 4,715 total decedents overall, of which 956 died of cancer. 

Classifying Cancer Types: We classified breast, colon, and ovarian cancers as 
chemotherapy responsive solid cancers. Multiple chemotherapeutic agents shrink 
these cancers, and randomized trials have shown chemotherapy to be effective in 
prolonging lives of patients at least as adjuvant therapy. We classified pancreatic, 
renal cell, hepatocellular, gallbladder, cancers, and melanoma as chemotherapy un- 
responsive solid cancers. In 1996, these cancers were known to be “refractory to vir- 
tually all chemotherapeutic agents” such that the general consensus in standard 
textbooks is that “there are no particularly compelling cytotoxic chemotherapeutic 
agents [with whichl to treat” them. 6 

We examined data for other cancers that we did not categorize as responsive or 
unresponsive. For example, while prostate cancer is generally considered a chemo- 
therapy unresponsive solid cancer, hormonal injections may appear in claims data 
as chemotherapy. To avoid uncertainty, prostate cancer is reported separately. Lung 
cancer also examined separately because using claims data, it is impossible to dif- 
ferentiate lung cancers into small cell and non-small cell (NSCLC) tumors. Further- 
more, while small cell cancers are chemotherapy responsive, using chemotherapy for 
metastatic non-small cell lung cancers is highly controversial. 7 Data suggest that 
chemotherapy for NSCLC extends life by 6 weeks and may improve quality-of-life 
despite toxicities. 8 - 9 - 10 Finally, hematological malignancies, encompassing both acute 
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and chronic leukemias, Hodgkin’s disease, and all non-Hodgkin’s lymphomas, were 
analyzed separately. Although they are chemotherapy responsive, patients may die 
acutely from treatment related toxicities. 

Identifying the Use of Chemotherapy: Patients who had claims in the inpa- 
tient, outpatient or physician/supplier Medicare files for chemotherapy agents, 
chemotherapy administration, or the medical supervision of chemotherapy were con- 
sidered to as having received chemotherapy. The codes used were: intravenous 
chemotherapy agents — HCPCS codes 964XX, 965XX, J9000-9999; chemotherapy ad- 
ministration — IC Procedure 99.25, HCPCS codes Q0083-Q0085; medical evaluation 
for chemotherapy — ICD Diagnosis V58.1, V66.2, and V67.2. It is possible that our 
method of identifying chemotherapy missed patients who received oral 
chemotherapeutic agents. Patients without claims using these codes were classified 
as not having chemotherapy. 

We examined chemotherapy use for decedents for 30-day periods from the date 
of death back for 12 months. 

Expenditure Data: Total expenditure is calculated as the sum of HCFA pay- 
ments and payments from other sources of insurance for Medicare covered services. 
The average payment per person from other insurance accounts for only 0.15% of 
costs. Expenditures for each decedent are calculated from 5 HCFA files: 1) Medicare 
Provider Analysis and Review (MedPAR), including acute hospitalizations, long term 
hospitalizations, and skilled nursing home care; 2) Hospital outpatient; 3) Part B 
physician-supplier; 4) Home health care; and 5) Hospice. Durable medical equip- 
ment (DME) expenses were excluded, but in Massachusetts, they contributed just 
$400 per person over the last year of life. 

RESULTS 

Frequency of Chemotherapy in the Last Months of Life: Figure 1 shows 
that 41% of our study population in Massachusetts received chemotherapy in the 
last year of life. Fully 33% of Massachusetts cancer decedents received chemo- 
therapy in the last 6 months of life, 23% in the last 3 months of life, and 9% of 
cancer decedents received chemotherapy in the very last month of life. 

Table 1 provides data on the proportion of terminally ill cancer patients treated 
in Massachusetts with chemotherapy in the last 6, 3 and 1 months of life. Patients 
who died of hematological malignancies received chemotherapy most frequently, 
with more than half getting chemotherapy in the last 6 months of life and 19% in 
the last month of life. Massachusetts patients with chemotherapy unresponsive solid 
cancers received chemotherapy at about the same frequency as patients with chemo- 
therapy responsive solid cancers (Table 1). Among patients with chemotherapy unre- 
sponsive solid cancers taken together (pancreatic, hepatocellular, gallbladder, and 
renal cell cancers and melanoma) 23% received chemotherapy in the last 3 months 
of life, which was the same as the percentage of patients with chemotherapy respon- 
sive cancers (breast, colon, ovarian) that received chemotherapy. 

An interesting example of the use of chemotherapy at the end of life is pancreatic 
cancer. In the last 6 months of life, 33% of Massachusetts patients dying of pan- 
creatic cancer received chemotherapy, 25% in the last 3 months, and 8% in the last 
month of life. On May 15, 1996, the FDA approved gemcitabine as the first agent 
shown to be effective in pancreatic cancer. Prior to this date, when there were no 
effective agents, 28% of patients dying of pancreatic cancer received chemotherapy 
in the last 6 months of life. After May 15th, 37% received chemotherapy (one-sided 
p=0.04). 

A comparison of the chemotherapy unresponsive melanoma and renal cell cancer 
with chemotherapy responsive breast and colon cancers is also instructive. Of pa- 
tients dying of melanoma, 21% received chemotherapy in the last 3 months of life 
and 10% in the last month of life. Similarly, among patients dying of renal cell can- 
cer, 22% received chemotherapy in the last 3 months of life and 7% in the last 
month of life. Surprisingly the frequency of chemotherapy for dying breast and colon 
cancer patients was almost identical. 22% of patients dying of breast cancer received 
chemotherapy in the last 3 months and 8% in the last month of life. Similarly, 23% 
of patients dying of colon cancer received chemotherapy in the last 3 months and 
7% in the last month of life. 

There are no substantial differences in the use of chemotherapy by sex (Table 1). 
However, the use of chemotherapy at the end of life is age related. Among Massa- 
chusetts patients 65-74 32% received chemotherapy in the last 3 months of life, com- 
pared to 22% for patients 75 to 84 year old, and 11% for patients over 85 years of 
age (Table 1). These variations by age were similar in chemotherapy unresponsive 
and responsive solid cancers (Table 2). Overall, 13% of 85 year olds with chemo- 
therapy unresponsive solid cancers received chemotherapy in the last 3 months of 
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life compared to 10% of 85 year olds with chemotherapy responsive solid cancers 
(Table 2). 

Number of Months of Chemotherapy in the Last Months of Life: Among 
Massachusetts patients who received chemotherapy in the last 6 months of life, 41% 
had a short “trial,” just one month or less of chemotherapy, with 36% receiving 
chemotherapy for 1 to 3 months, 23% 4 or more months of chemotherapy (Table 3). 
The number of months of chemotherapy did not depend on sex, but did depend upon 
age (Table 3). 

Importantly, the chemotherapy responsiveness of the solid cancers was associated 
with a difference in the number of months of chemotherapy provided to decedents 
(Table 3). Among Massachusetts patients dying of chemotherapy unresponsive tu- 
mors who received chemotherapy, over half received 1 month or less of chemo- 
therapy and 31% received chemotherapy for 1 to 3 months. Conversely, among pa- 
tients dying of chemotherapy responsive cancers who received chemotherapy a third 
received 1 month or less of chemotherapy and 40% received chemotherapy for 1 to 
3 months of the last 6 months of life. Notably, 17% of patients dying from chemo- 
therapy unresponsive cancers had 4 or more months of chemotherapy (Table 3). 

Returning to patients with pancreatic cancer, 49% received chemotherapy for 1 
month or less, 34% for 1 to 3 months and 3% during each of the last 6 months. For 
patients dying of breast cancer, 32% received chemotherapy for 1 month or less, 39% 
for 1 to 3 months and 5% across all 6 final months. 

The Use of Chemotherapy and Expenditures: Annual expenditures for dying 
Massachusetts cancer patients who received chemotherapy in the last 6 months of 
life were 32.5% higher than patients who did not receive chemotherapy ($39,707 v. 
$29,974) (Table 4). Annual expenditure for patients with chemotherapy unrespon- 
sive cancers who received chemotherapy was $33,365 about 10% less than the ex- 
penditure for patients with chemotherapy responsive cancers who received chemo- 
therapy ($36,684). Expenditures for patients with chemotherapy unresponsive can- 
cers who received chemotherapy were 20% more than for patients with the same 
cancers who did not receive chemotherapy ($33,365 v. $27,737), while expenditures 
for patients with chemotherapy responsive cancers who received chemotherapy were 
23.9% more than for patients with the same cancers who did not receive chemo- 
therapy ($36,684 v. $29,610). 

Comparison with Cancer Decedents from California: We used decedents our 
sample of 956 cancer decedents from California to test whether our findings in Mas- 
sachusetts might apply more generally (Table 5). Among California cancer dece- 
dents, 26% received chemotherapy in the last 6 months of life, 20% in the last 3 
months and 9% in the last month of life. Among decedents with chemotherapy re- 
sponsive tumors, 17% received chemotherapy in the last 3 months of life compared 
to 20% for the chemotherapy unresponsive tumors. 

Similarly, use of chemotherapy at the end of life was age related in California for 
both chemotherapy responsive and unresponsive cancers. Among decedents aged 65- 
74, 26% of those with chemotherapy responsive tumors compared to 32% of those 
with chemotherapy unresponsive tumors received chemotherapy in the last 3 
months of life. Similarly, among decedents aged 75-84 19% of those with responsive 
tumors compared to 18% of decedents with unresponsive tumors received chemo- 
therapy in the last 3 months of life. Overall, 25% of patients with chemotherapy re- 
sponsive tumors receiving chemotherapy received less than 1 month of chemo- 
therapy while 35% of those with chemotherapy unresponsive tumors did so. 

DISCUSSION 

This study provides insight into the frequency of use of chemotherapy at the end 
of life. Overall 33% of Medicare patients dying of cancer in Massachusetts in 1996 
received chemotherapy in the last 6 months of life and nearly a quarter in the last 
3 months. Most surprisingly, patients dying of chemotherapy unresponsive cancers, 
such as pancreatic, gallbladder, renal cell, and hepatocellular cancers, were just as 
likely to receive chemotherapy at the end of life as patients dying of chemotherapy 
responsive cancers, such as breast, colon, and ovarian cancers. This suggests over- 
use of chemotherapy at the end of life, at least among patients with chemotherapy 
unresponsive cancers. 

Traditionally, to document over- and underuse of health care services, studies 
compare claims data with optimal practices established by randomized controlled 
trials or by expert, consensus panels. Lacking randomized trials or consensus panels 
to establish standards for the appropriate use of chemotherapy at the end of life, 
we examined tumor responsiveness to chemotherapy. Cancers are traditionally di- 
vided in those that are chemotherapy responsive, in which chemotherapy can com- 
monly induce complete and partial responses, compared to those in which chemo- 
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therapy rarely leads to tumor shrinkage. In our data, lack of responsiveness of the 
cancer to chemotherapy did not reduce the prevalence of chemotherapy use. Patients 
with unresponsive cancers were just as likely to receive chemotherapy in the last 
few months of life as patients with chemotherapy responsive cancers. Indeed, pa- 
tients with unresponsive cancers were slightly more likely to receive chemotherapy 
than patients with lung cancer in which data suggests chemotherapy in the last 6 
months of life, may extend life by a few weeks and even palliate symptoms. 

Although patients dying of chemotherapy unresponsive solid cancers received 
chemotherapy as frequently as those with responsive cancers, they received fewer 
months of chemotherapy. This suggests some selectivity in the use of chemotherapy 
at the end of life. It is possible that after one cycle of therapy many patients and 
oncologists are convinced by ineffectiveness and/or the side effects to stop treatment 
for chemotherapy unresponsive cancers. Nevertheless, 17% of patients receiving 
chemotherapy for chemotherapy unresponsive cancers received chemotherapy during 
four or more of the final 6 months of life. 

Many reasons may explain the use of chemotherapy at the end of life for patients 
with unresponsive cancers. The most reasonable explanation may be that patients 
and families demand to at least “try” to see if chemotherapy might shrink the can- 
cer. Oncologists frequently meet patients for the first time right after they have 
been newly diagnosed with chemotherapy unresponsive tumors that present a bleak 
prognosis. These patients and their families often want to try anything that might 
shrink their cancers. Indeed, data suggest that cancer patients are willing to endure 
significant side effects for very small prolongations in life. 11 - 12 Lacking an estab- 
lished relationship with the patient or family and confronting an emotional demand 
to try anything, oncologists may acquiesce. One cycle of chemotherapy is often suffi- 
cient for patients and families to adjust and absorb the realities of the diagnosis, 
prognosis, and to realize the ineffectiveness of the chemotherapy and the undesir- 
able side effects. That over half of the patients receiving chemotherapy for unre- 
sponsive cancers received 1 month or less of chemotherapy strongly supports this 
explanation. Obviously, additional research is necessary to provide insights into how 
much of a role patient and family demand plays in the use of chemotherapy at the 
end of life. 

Other potential reasons for the use of chemotherapy at the end of life include un- 
certain prognosis and time of death, uncertain responsiveness of the cancer to chem- 
otherapy, and use of experimental chemotherapies. These reasons are unlikely to ac- 
count for our data on chemotherapy unresponsive solid cancers. While the exact 
date of death cannot be known in advance, cancers, especially chemotherapy unre- 
sponsive solid cancers, are unlike the terminal phases of COPD or heart failure; 
they tend to have a monotonic, unremitting decline to death despite all interven- 
tions. 13 Typically within the last three months of life, oncologists can predict, with 
reasonable certainty that the patient will die in a few months regardless of treat- 
ment. Furthermore, there is no real uncertainty about the chemotherapy unrespon- 
siveness of the solid tumors we classified as “unresponsive.” Finally, although some 
patients may be receiving experimental chemotherapy, this is likely to be rare 
among Medicare beneficiaries who are often ineligible due to age and comorbidities. 

Yet another potential explanation for the use of chemotherapy for patients with 
unresponsive cancers is that chemotherapy may improve quality of life and palliate 
symptoms for dying patients even if it fails to prolong life or shrink tumors. 14 - 15 
There are some data supporting the palliative effect of chemotherapy for lung and 
colon cancer and some suggestions that this might also operate in ovarian can- 
cer. 16 - 17 - 18 - 19 Frequently, emotional functioning and fatigue are the quality-of-life 
subscales with the most improvement. That these improvements occur without ob- 
jective tumor responses suggests that they may be related to patient expectations 
or possibly the placebo effect of chemotherapy, rather than any biological impact. 20 
The mechanism by which chemotherapy in terminal phases may palliate without ob- 
jectively shrinking cancers requires further research. 

The similar frequency of chemotherapy use regardless of the responsiveness of the 
cancer may be because near terminal patients with breast, colon, and ovarian can- 
cers may have been treated with many different chemotherapy regimens and their 
cancers may have become chemotherapy resistant. In this way, patients dying of 
chemotherapy responsive tumors may be more like decedents with chemotherapy 
unresponsive cancers. This does not justify using chemotherapy for unresponsive tu- 
mors. It also raises the question of whether providing chemotherapy in the last 3 
months of life to nearly a quarter of cancer patients whose tumors have become re- 
sistant to chemotherapy is itself an indication of overuse. 

This study suggests that use of ineffective chemotherapy consumes substantial 
medical resources. Annual expenditures for patients who received chemotherapy, re- 
gardless of the responsiveness of the cancer, were 32.5% higher than for patients 
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who did not receive chemotherapy in the last 6 months of life. Among patients who 
died of chemotherapy unresponsive cancers, the use of chemotherapy in the last 6 
months of life was associated with 20% higher annual expenditures, or more than 
85,500 per decedent. The extra amount spent on providing chemotherapy to patients 
dying of unresponsive cancers is comparable to the average annual expenditure for 
all Medicare beneficiaries and nearly one third higher than annual per capita health 
expenditures in the U.S. These data contrast with studies suggesting that compared 
to “best supportive care” chemotherapy for non-small cell lung cancer does not in- 
crease, and may even decrease medical costs. 21 ' 22 ' 23 The disjunction between our re- 
sults and these studies may arise because of the difficulty in translating results of 
randomized trials into actual clinical practice. Care protocols in research may limit 
use of unnecessary interventions, whereas in actual clinical practice use of treat- 
ments, hospitalizations, and other interventions vary more. Furthermore, the cost 
data on best supportive care come only from Canada and are more than a decade 
old21-23, and patients receiving best supportive care were frequently hospitalized, 
using more hospital days than patients receiving chemotherapy. These old data, es- 
pecially of hospitalizing patients receiving “best supportive care” reflect practices 
not found in these data and unlikely to still be common. It may also be that in ac- 
tual clinical practice patients not receiving chemotherapy may not be receiving “best 
supportive care” reducing expenditures. 

Finally, this overuse of treatment at the end of life is particularly wasteful when 
placed in the context of the documented underuse of treatments proven by random- 
ized controlled trials to be effective in prolonging life. Studies have shown that only 
55% of Medicare beneficiaries receive adjuvant chemotherapy for Stage III colon 
cancer. 24 Indeed, among 85 year old patients the use of chemotherapy for Stage III 
colon cancer is 11% less than the frequency of the use of chemotherapy in the last 
3 months for 85 year olds with chemotherapy unresponsive cancers. Unfortunately, 
it appears that there may be overuse of chemotherapies in the last few months of 
life coincident with underuse of therapies known to be effective in prolonging life. 

In health care, Massachusetts is known as a high use and high cost state. 25 A 
major issue is whether these data on chemotherapy use at the end-of-life are unique 
to Massachusetts or are generalizable. While there are some differences in the abso- 
lute use of chemotherapy for some cancers, our data from California, although lim- 
ited, suggest a similar pattern of use of chemotherapy at the end of life. In Cali- 
fornia one in five cancer decedents receive chemotherapy in the last 3 months of 
life, and this does not differ between chemotherapy responsive and unresponsive 
cancers. Clearly, these results need to be confirmed in other, larger populations. 
However, these data show that the situation in Massachusetts is not unique. 

This study has some significant limitations. First, the data may not generalize in 
other ways. Chemotherapy use among decedents under 65 years of age might be dif- 
ferent. The strong trends toward greater use of chemotherapy among younger dece- 
dents suggests these data might actually underestimate chemotherapy use in the 
last 6 months of life among cancer decedents of all ages. Chemotherapy use in man- 
aged care settings also might differ. Second, we have no data on stage of cancer; 
some patients may have died from acute toxicities of chemotherapy without being 
terminally ill. However, data from trials suggest that acute toxic deaths among pa- 
tients receiving adjuvant therapy are rare, and thus unlikely to account for a sub- 
stantial proportion of cancer mortality. 26 Indeed, adjuvant chemotherapies associ- 
ated with high toxic mortality would be used infrequently. Third, the cause of death 
listed on death certificates is not always accurate. However, listing cancer as the 
cause of death may be insensitive, but it is specific, and Massachusetts and Cali- 
fornia are among the states with the most accurate death certificates. Fourth, an- 
nual expenditures were calculated but we tracked chemotherapy use only in the last 
6 months of life. Decedents who received chemotherapy in the 7 to 12 months before 
death only are classified in the “no chemotherapy” group, increasing the costs of this 
group. This makes the difference in expenditures appear smaller than if the com- 
parison had been with decedents who had received no chemotherapy in the entire 
last year of life. Most importantly, these data provide no explanation for why chemo- 
therapy is provided in any particular case. Additional study is needed to determine 
the reasons why chemotherapy is used in the last 6 months of life, especially for 
chemotherapy unresponsive cancers. 


CONCLUSION 

There is substantial disagreement about whether chemotherapy is used appro- 
priately in patients near the end of life. This study demonstrates that one third of 
patients in Massachusetts receive chemotherapy in the last 6 months of life, even 
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among those persons dying from chemotherapy unresponsive cancers. Oncologists 
should reconsider the use of chemotherapy at the end of life. 
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Frequency of Patients Receiving Chemotherapy in the Last Months of Life 

(This will be a figure) 


Massachusetts 

(N=7,919) 


Last 1 month of life 9% 

Last 2 months 17% 

Last 3 months 23% 

Last 4 months 28% 

Last 5 months 31% 

Last 6 months 33% 

Last year of life 41% 


TABLE 1: Characteristics of Massachusetts Cancer Decedents by Receipt of Chemotherapy in the 

Last 6 Months of Life 




All Cancer 
Decedents 

Cancer Decedents Receiving Chemo- 
therapy in Last: 

6 months 
of life 
(N=2,625) 

3 months 
of life 
(N=l,854) 

1 month of 
life 

(N=715) 

All Cancers 


7,919 

33% 

23% 

9% 

Sex 

Male 

3,863 

35% 

22% 

10% 


Female 

4,056 

31% 

26% 

8% 

Age 

65-74 

2,926 

44% 

32% 

12% 


75-84 

3,392 

31% 

22% 

8% 


85+ 

1,601 

16% 

11% 

5% 

Chemotherapy Responsive Solid Cancers .. 

Total 

1,627 

34% 

23% 

% 


Breast 

612 

30% 

22% 

8% 


Colon 

846 

32% 

23% 

7% 


Ovarian 

269 

47% 

30% 

7% 

Chemotherapy Unresponsive Solid Cancers 

Total 

870 

31% 

23% 

9% 


Pancreas 

408 

33% 

25% 

8% 


Melanoma 

84 

30% 

21% 

10% 


Renal Cell 

147 

29% 

22% 

7% 


Hepatic and Gallbladder .... 

231 

29% 

20% 

8% 

Other Types of Cancer 

Lung 

2,003 

28% 

19% 

7% 


Prostate 

602 

39% 

28% 

10% 


Hematological* 

760 

51% 

42% 

19% 


All Other 

2,057 

30% 

20% 

9% 


* Includes all acute and chronic leukemias, non-Hodgkin lymphomas, Hodgkin’s disease, but excludes multiple myeloma. 


TABLE 2: Massachusetts Cancer Decedents Receiving Chemotherapy in the Last 3 Months of Life 

by Cancer Type and Age 




Number of 
Patients 
Getting 
Chemo- 
therapy in 
last 3 
Months of 
Life 

65-74 

(N=2,926) 

75-84 

(N=3,392) 

85+ 

(N=l,601) 

All Cancers 


1,854 

32% 

22% 

n% 

Chemotherapy Responsive Solid Cancers .. 

Total 

377 

36% 

21% 

10% 


Breast 

135 

38% 

19% 

7% 
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TABLE 2: Massachusetts Cancer Decedents Receiving Chemotherapy in the Last 3 Months of Life 
by Cancer Type and Age — Continued 


Number of 
Patients 
Getting 




Chemo- 
therapy in 
last 3 
Months of 
Life 

65-74 

(N=2,926) 

75-84 

(N=3,392) 

85+ 

(N=l,601) 


Colon 

191 

33% 

23% 

n% 


Ovarian 

51 

43% 

22% 

17% 

Chemotherapy Unresponsive Solid Cancers 

Total 

199 

30% 

22% 

13% 


Pancreas 

101 

33% 

24% 

12% 


Melanoma 

18 

27% 

19% 

13% 


Renal Cell 

33 

36% 

15% 

10% 


Hepatic and Gallbladder .... 

47 

23% 

21% 

15% 

Other Types of Cancer 

Long 

371 

28% 

12% 

6% 


Prostate 

170 

32% 

34% 

11% 


Hematological* 

321 

54% 

44% 

17% 


All Other 

416 

26% 

20% 

11% 


* Includes all acute and chronic leukemias, non-Hodgkin lymphomas, Hodgkin’s disease, but excludes multiple myeloma. 


TABLE 3: The Number of Months of Chemotherapy Provided to Massachusetts Cancer Decedents 
Receiving Any Chemotherapy in the Last 6 Months of Life 




1 Month or 
Less> 

1 to 3 
Months> 

3 Months 

Mean 

Number of 
Months 

All Cancers 


41% 

36% 

19% 

2.4 

Sex 

Male 

38% 

36% 

20% 

2.2 


Female 

45% 

36% 

16% 

2.5 

Age 

65-74 

35% 

39% 

21% 

2.5 


75-84 

44% 

35% 

17% 

2.3 


85+ 

59% 

28% 

11% 

1.9 

Chemotherapy Responsive Solid Cancers .. 

Total 

33% 

40% 

22% 

2.6 


Breast 

32% 

39% 

24% 

2.6 


Colon 

35% 

41% 

19% 

2.5 


Ovarian 

29% 

39% 

24% 

2.8 

Chemotherapy Unresponsive Solid Cancers 

Total 

52% 

31% 

14% 

2.0 


Pancreas 

49% 

34% 

14% 

2.1 


Melanoma 

56% 

36% 

0% 

1.8 


Renal Cell 

51% 

37% 

10% 

2.0 


Hepatic and Gallbladder .... 

59% 

21% 

17% 

2.1 

Other Types of Cancer 

Lung 

45% 

39% 

13% 

2.2 


Prostate 

30% 

31% 

31% 

3.0 


Hematological* 

32% 

39% 

22% 

2.7 


All Other 

50% 

33% 

14% 

2.1 


* Includes all acute and chronic leukemias, non-Hodgkin lymphomas, Hodgkin’s disease, but excludes multiple myeloma. 


TABLE 4: Expenditures in the Last Year of Life for Massachusetts Cancer Decedents by Receipt 
of Chemotherapy in the Last 6 Months of Life 


Decedents Decedents % Increase 
who Received who Received for Decedents 
No Chemo- Chemotherapy Receiving 

therapy (N=) (N=) Chemotherapy 




$29,974 

$39,707 

32.5% 

Sex 

Male 

$29,729 

$39,539 

33.0% 


Female 

$30,193 

$39,890 

32.1% 

Age 

65-74 

$32,551 

$43,042 

32.2% 


75-84 

$31,155 

$36,989 

18.7% 


85+ 

$24,803 

$34,055 

37.2% 

Chemotherapy Responsive Solid Cancers 

Total 

$29,610 

$36,684 

23.9% 


Breast 

$26,817 

$36,277 

35.3% 
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TABLE 4: Expenditures in the Last Year of Life for Massachusetts Cancer Decedents by Receipt 
of Chemotherapy in the Last 6 Months of Life — Continued 


Decedents Decedents % Increase 
who Received who Received for Decedents 
No Chemo- Chemotherapy Receiving 

therapy (N=) (N=) Chemotherapy 



Colon 

$31,435 

$32,972 

4.9% 


Ovarian 

$30,870 

$50,400 

63.5% 

Chemotherapy Unresponsive Solid Cancers 

Total 

$27,737 

$33,365 

20.3% 


Pancreas 

$26,356 

$35,371 

34.2% 


Melanoma 

$19,982 

$32,717 

63.7% 


Renal Cell 

$32,923 

$35,735 

8.5% 


Hepatic and Gallbladder .. 

$27,911 

$29,275 

4.9% 

Other Types of Cancer 

Lung 

$29,750 

$38,967 

31.0% 


Prostate 

$27,685 

$34,167 

23.4% 


Hematological* 

$34,430 

$52,619 

52.8% 


All Other 

$30,861 

$39,830 

29.1% 


* Includes all acute and chronic leukemias, non-Hodgkin lymphomas, Hodgkin’s disease, but excludes multiple myeloma. 


TABLE 5: The Characteristics of California Cancer Decedents by Receipt of Chemotherapy in the 

Last 6 Months of Life 


Cancer Decedents Receiving Chemotherapy in Last: 

All Cancer 

Decedents 6 months of life 3 months of life 1 month of life 
(N=253) (N=191) (N=85) 


All Cancers 


956 

26% 

20% 

9% 

Sex 

Male 

437 

30% 

24% 

11% 


Female 

519 

23% 

17% 

7% 

Age 

65-74 

323 

39% 

31% 

12% 


75-84 

444 

25% 

18% 

9% 


85+ 

189 

8% 

6% 

3% 

Chemotherapy Responsive Solid Cancers 

175 

25% 

17% 

6% 

Chemotherapy Unresponsive 

Solid Cancers 

108 

24% 

20% 

8% 

Other Types of Cancer .... 

Lung 

280 

23% 

17% 

8% 


Prostate 

83 

37% 

27% 

13% 


Hematological* 

112 

36% 

29% 

14% 


All Other 

198 

25% 

19% 

9% 


* Includes all acute and chronic leukemias, non-Hodgkin lymphomas, Hodgkin’s disease, but excludes multiple myeloma. 
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Mr. Greenwood. Thank you, Dr. Emanuel, for your coming in 
and your helpful testimony. I appreciate that. 

The Chair recognizes himself for 5 minutes to ask questions. Let 
me turn to Dr. Norton first. 

It is evident from this hearing and from all of the work we’ve 
done leading up to this hearing, which has been extensive, that 
there is virtual unanimity among most Members of Congress with 
the GAO, the IG, the pharmaceutical industry, and your associa- 
tion that we need to get rid of AWP, that it’s irrational, that it 
causes overpayments, cruel overpayments to beneficiaries. That is 
certainly inconsistent with what the intention of Medicare is. There 
is also, I would say, virtual unanimous consent to the notion that 
we need to then simultaneously, so that there is no disruption in 
service or no inequity imposed by our changes, come back with a 
way to make sure that your profession and all of the other profes- 
sions that are here and that are not here who would be affected 
by a change in AWP are adequately and appropriately reimbursed. 

Now, the GAO study says that in order to do that, we need to 
put about $51 million into increasing practice expenses. Mr. Scully 
from CMS testified that he thought the number was somewhere be- 
tween $45 and $55 million and that those figures were arrived at 
totally independently, which gives us a fair amount of confidence 
in the order of magnitude of those changes. 

Does your association — you have submitted a white paper, et 
cetera. I have a sneaking suspicion that your association thinks 
that the number might be a bit higher than that. Are you putting 
a number on the table here? 

Mr. Norton. We don’t think we have the data — we don’t think 
that anybody has the data to come up with an accurate number, 
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frankly. It gets down to fundamental logical issues about what it 
actually costs to give chemotherapy. The GAO report we haven’t 
seen yet, the latest one. We thought that this issue is being studied 
carefully. We’re — and I think we’re going to have to scrutinize the 
report to see whether the report which just came out to today real- 
ly does address the issue, but the only real way we feel that you 
can actually figure out the cost is to measure the cost of what is 
really required, how much nursing time is required, the cost of the 
syringe, the cost of the IV tubing, cost of the needles, the cost of 
the tape. All these things are costs, the inventory of drugs, spillage, 
wastage, all these issues that are involved, and we really don’t 
have that data. 

We will be very happy to do a survey to collect that data. We’ll 
be very happy to work with the government, anybody who Con- 
gress designates to work to actually get that data, but just looking 
at this as a scientist, I don’t think that the methods really are giv- 
ing us the numbers we really need to figure out what the true costs 
are. 

Mr. Greenwood. Thank you. While I am posing this next ques- 
tion, if Mr. Martyn and Mr. Connaughton would separate your- 
selves and, Mr. Scanlon, if you would bring a chair up and I am 
going to ask you to comment after I ask Dr. Norton another ques- 
tion. 

In your testimony, Dr. Norton, you said that — and I am 
quoting — “Oncologists and their professional staffs typically furnish 
a variety of services to cancer patients for which there is no explicit 
reimbursement. These services include extensive support that seri- 
ously ill cancer patients frequently require, including social work 
services, psychosocial services, nutrition counseling. Social work 
services encompass a variety of services intended to help patients 
carry out their therapy, such as help with insurance, arranging 
transportation to treatment and filling prescriptions. Psychosocial 
support includes services such as counseling patients on their ac- 
tivities of daily living, support groups that meet in the physician’s 
office and grief counseling. In addition, physicians treating cancer 
patients perform an extraordinarily high amount of work outside 
the patient’s presence, including family counseling, telephone calls, 
arranging for entry into clinical trials, and so forth.” 

And I don’t doubt any of that and I have visited oncologists in 
my district and I have heard from them and from their staff simi- 
lar concerns. 

Let me actually turn to Mr. Scanlon, and if you will pull the 
microphone up. I would assume that there are other medical spe- 
cialties that either provide or would like to provide and be reim- 
bursed for these services. Does Medicare reimburse anyone for 
these kinds of services in addition to their regular fees? 

Mr. Scanlon. Not explicitly. The issue here with oncologists and 
other specialities, the way that the system has been constructed, 
is that the costs of these kinds of services to the extent that they 
are incurred by a practice are included in calculating fees but they 
are distributed across the procedures and the services that are 
being recognized by Medicare. This is something that is related to 
the American Medical Association, which is establishing the CPT, 
the current procedural local terminology system, which identifies 
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what are discrete services that physicians are going to provide, and 
then there is some amendment or modification of those by Medi- 
care. That process is what we need to look at, and as I mentioned, 
we are doing work on additional data. This is one of the areas 
where we need additional data. Should there be discrete activities 
that are now recognized as services and sort of why isn’t it that 
they haven’t been identified as discrete services under CPT? 

Mr. Greenwood. Let me just ask you this. When you came for- 
ward with your $51 million estimate to compensate to raise the 
practice expenses, were you assuming that any of these kinds of 
services would be included in that? 

Mr. Scanlon. We were not assuming they would be included ex- 
plicitly, but we were assuming that the costs of those services were 
reflected in the data that we had and that those costs were distrib- 
uted — $51 million represented distributing those costs more appro- 
priately across different services and across different specialties. So 
we feel like the data and the method reflect these services, but bet- 
ter data may lead to a different change in fees. 

Mr. Greenwood. Dr. Norton, your comments. 

Mr. Norton. We don’t think they have the data. If they are rely- 
ing — like the AMA data, there are a small number of oncology 
practices that were scrutinized and there was a tremendous 
amount of estimation involved. One thing that makes oncology dif- 
ferent from other specialties is other specialties it’s some patients 
that require these services. In medical oncology it’s essentially ev- 
erybody. As the therapies go on, as patients get sicker, as the medi- 
cines change, it sometimes gets more complex rather than less. The 
time the nurse spends with the patient talking about the drugs, 
talking about the side effects, monitoring for side effects during the 
infusion and between infusions, this is just essential and it’s not 
covered at all. It’s just — and it’s not really reflected in the num- 
bers. It’s not really reflected in the data because it hasn’t been 
scrutinized carefully. 

Mr. Greenwood. Let me just bring forth, when we are talking 
about data here, one piece of data. A recent survey in Modern 
Health Care estimated that the average oncologist’s salary could be 
as high as $334,000 per year. Is that a figure that you think is 
within the ballpark, sir? 

Mr. Norton. That sounds high to me, and I’ve seen surveys of 
various medical specialties. I don’t actually recall the absolute 
numbers but they varied a lot, again depending upon the sample 
that was used, the geography, and many other samples. But I do 
remember that medical oncologists were not outliers in terms of 
their income by any stretch of the imagination in terms of other 
medical specialists. 

You know, if medical oncology were a very attractive specialty for 
financial reasons we would have an abundance of candidates. You 
know, we’re having trouble filling our training programs. Every- 
body who trains medical oncologists is having trouble finding qual- 
ity candidates for their training programs. It’s not a highly sub- 
scribed speciality because it is so difficult. It is such a difficult life- 
style and it’s not an especially lucrative life-style either. 

Mr. Greenwood. Thank you, sir. The gentleman from Ohio, Mr. 
Brown, for 5 minutes. 
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Mr. Brown. Dr. Norton, I have an article from the Journal of 
Cancer Economics, March, 1997, and I was intrigued by a speech 
made by a chief medical officer at United Health Care Corporation 
in Minneapolis to the National Cancer Centers Network, which as 
I understand the audience is made up of many oncologists and 
other people. I want to read a little bit from what he said and ask 
what’s happened in the last 4 years. This is March 1997. 

He says, “You’re going to have to make chemotherapy a cost neu- 
tral equation. I would tell you that the industry is probably going 
to do this for you. Without eliminating the markup on drugs, I real- 
ly do fear that you are going to lose credibility within organizations 
outside. Employers are already bringing this up to me. What are 
you doing about oncologists who are making too much money on 
drugs? My case managers are coming to see me and saying that 
about half my patients are dying within 2 weeks of their last chem- 
otherapy course. So where was the oncologist saying it is time for 
quality of care? Let me give you good supportive care and pain re- 
lief. Let me get you into a hospice.” 

He then goes on to say, “The markups for chemotherapy medi- 
cines are going to be so high that the public is beginning to react. 
You are losing credibility from that,” he tells the oncologist. “What 
you will see happening in my company and I suspect others is that 
you will no longer be getting reimbursed at average wholesale 
price.” 

What you will see happening in my company, and I suspect oth- 
ers, is that you will no longer be getting reimbursed at average 
wholesale price; you will be getting reimbursed at catalog prices. 
The reason for doing that is to make this decision truly a decision 
made, because it’s the right thing to do, not because you have a fi- 
nancial incentive. 

It sounds to me, from taking these excerpts, that managed care 
was not going to take it anymore; in a sense, that they were not 
going to pay you the — they were not going to follow the price struc- 
ture that Medicare seems to. 

What has happened in these 4 years? 

Mr. Norton. No, that’s not an individual I know or an organiza- 
tion that I attend. So I don’t know exactly what transpired there, 
what was, you know, sort of implied by all this. 

Mr. Brown. What has happened with managed care payments? 

Mr. Norton. The managed care payments generally are much 
lower than the actual costs of administration of the therapy. You 
know, sort of across the board, it really is a big issue. 

Mr. Brown. Lower than Medicare? 

Mr. Norton. I do not know the specifics, sir. I do not know the 
specifics. 

I do know, for example, in my own center that if I didn’t have 
philanthropy pouring into the center, I couldn’t provide anyone 
near the services I provide. I applaud my colleagues in practice, es- 
pecially small practices, for doing as much as they can with the 
amount of money that they have flowing in. 

Mr. Brown. So you can’t tell me if Medicare — if managed care 
companies are paying more or less than Medicare? 

Mr. Norton. I personally cannot. I can’t provide that informa- 
tion for you in great detail. 
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Mr. Brown. Considering the markup, considering if a drug costs 
$200 and Medicare is reimbursing 1,000 and the oncologist is pock- 
eting some amount of the 800, I would think you’d give us some 
ball park about what might be happening with managed care com- 
panies. 

Mr. Norton. I would challenge the notion of the doctor pocketing 
the money. The doctor is using that money to take care of the pa- 
tient. That is what is happening. It is a broken axle and it’s a bro- 
ken wheel. We have to understand the system is working, quality 
is being provided and the money coming in that’s in excess of one 
side is balancing the other. We’ve all said the same thing. 

Mr. Brown. I wish you were a little better informed about the 
managed care side of it, because when I — I go back to Chairman 
Tauzin’s comments earlier about the fact that the copay for many 
seniors is actually more than the cost of the drug that the doctor 
is paying. In some cases, that 20 percent is 20 percent of a much 
larger, huge number in some cases than 20 percent of the real cost 
of the drug; and I would think maybe if we were able — if anybody 
on this panel could give us the information about how much a 
drug — how much the managed care companies were paying, maybe 
we could help Mr. Scully come up with “20 percent of what” fig- 
ures, because we don’t know. We only know 20 percent of the AWP, 
but it would be nice to know 20 percent of the lesser figure, and 
perhaps the managed care companies have alighted on that figure, 
if you will. But apparently nobody on this panel, with as much ex- 
pertise as you have, can tell me what managed care has done in 
the last 3 or 4 years. 

Mr. Norton. I’m not an expert in health economics, frankly. I 
can get the information for you, and I’d be delighted to work with 
you on it, but, no, I don’t know that. 

But I do know 

Mr. Brown. Would you submit that for the record, please, Dr. 
Norton? 

Mr. Norton. Any information you need, you ask us, we’ll pro- 
vide. 

Mr. Brown. Thank you. 

I’d like to know what managed care companies, versus what — for 
these 24 drugs; is that it — these 24 drugs, what managed care com- 
panies are paying, on average. 

Mr. Norton. As I said, we’ll be very happy to cooperate with 
Congress in every way to give you the information you need. 

Mr. Brown. Good. Thank you. 

Mr. Emanuel. I just wanted to say one thing about the patients 
and managed care companies. 

Almost exclusively, in managed care companies they do not pay 
a percentage of the drug, right, almost exclusively in managed care 
companies. If Medicare is going to look like managed care compa- 
nies, they are going to have a fee schedule that is like $5 and $10, 
independent of the price of the drug. Okay? That is the way man- 
aged care companies are run now. 

Now, they may be shifting because of rising prices 

Mr. Brown. If I can interrupt, Dr. Emanuel. I don’t think that — 
because Medicare doesn’t have much of a track record of paying for 
drugs. Only these drugs that — and it’s such a peculiar way you do 



132 


it. I don’t know how you can say that Medicare will set a price and 
it’s irrespective of the price that the drug actually costs. 

Mr. Emanuel. That is not what I said. Sorry. Maybe I was un- 
clear. 

Mr. Brown. Tell me again. I’m sorry. I misunderstood you. 

Mr. Emanuel. In managed care, patients are — they have copays 
of $5 and $10. They are unrelated to the price of the drug. 

Mr. Brown. The copay? 

Mr. Emanuel. And Medicare is different in that it makes the 
copay related to the price of the drug. 

If you want to make Medicare like managed care, then you fix 
the copay independent of the price of the drug. 

Mr. Brown. I didn’t say I wanted to make Medicare like man- 
aged care in that way. 

If, in fact, managed care has done what this article might sug- 
gest it will have done in the next couple of years, starting back dr- 
plus years ago, then we might be able to use that as a real price 
for these drugs. If that, in fact, is what these drugs cost from the 
manufacturer that managed care is paying for, then we might be 
able to talk more about Chairman Tauzin’s 20 percent of that fig- 
ure rather than 20 percent of the AWP figure. 

Mr. Emanuel. I’m not an expert on managed care pricing either, 
but let me just say one other thing. 

One of the problems is that if you go to managed care and talk 
to them — and one of the other things I do in my head is talk to 
them about these things — they don’t have a price for the drug. Just 
like manufacturers play around with prices to doctors and to phar- 
macies, they play around with drugs to managed care, so if you buy 
three of our drugs, we’ll give you this kind of discount. 

If you’re only putting one on the formulary — so there is no such 
thing as “the price of a drug.” 

Mr. Brown. We know that, and particularly when — in light of 
the fact that Americans, out of pocket, pay about twice as much as 
what managed care companies on the average pay for the cost of 
prescription drugs. 

So, so be it. Thank you. 

Mr. Greenwood. The time of the gentleman has expired. 

The gentleman — the chairman, Mr. Tauzin. 

Chairman Tauzin. Thank you, Mr. Chairman. 

Dr. Norton, let me see if I can help understand this a bit better, 
and maybe you can give us some history — a bit. In terms of the 
way the different physician groups negotiate with CMS, formerly 
HCFA, for their reimbursement for practice expenses, would oncol- 
ogy groups actually go in and make a case for the — all of the ex- 
penses you indicated were not now covered? 

Mr. Norton. Absolutely for 

Chairman Tauzin. Have you made that case over the years? 

Mr. Norton. If we are asked to. We have offered it. We have of- 
fered to do that, and they have said that we’ll call you when we 
need you, but we are still waiting for the phone call. 

Chairman Tauzin. You’ve never had the opportunity to make a 
case on what your true practice expenses are? 

Mr. Norton. That is exactly right. 
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Chairman Tauzin. So are you telling me that HCFA, in the past, 
was just not interested in hearing from you on those numbers? 

Mr. Norton. Again, what CMS or HCFA previously has done 
is — you know, they will have to tell you that. 

I do tell you, we are very anxious to help in trying to determine 
these costs. We have offered it, and we’ve been told that we will 
be called when they need us. 

Chairman Tauzin. Staff is advising me that every physician 
group has the right on a yearly basis to submit data to refine the 
practice reimbursement costs. Have oncologist groups taken advan- 
tage of that opportunity under the law? 

Mr. Norton. The — my understanding is that it’s done sort of col- 
lectively, but that oncologists are clearly, you know, part of a very 
large number of physicians that — you know, that do this. But my 
organization, ASCO, the American Society of Clinical Oncology, has 
offered on many occasions to help in determining these costs, and 
we’re still very willing to do that. 

Chairman Tauzin. Mr. Scanlon, you’re here. Could you help us 
with that process? 

I mean, my understanding is that every group can come in every 
year and do that. If Dr. Norton has said they really haven’t had 
that opportunity, I’d like to know why not and what’s wrong with 
the process. 

Mr. Scanlon. Groups do have the opportunity to come in individ- 
ually. There has been additional information that’s been incor- 
porated in the practice expense that comes from the American 
Medical Association’s survey of all specialties, but individual spe- 
cialties — and thoracic surgery is one that has submitted data of its 
own — it involves doing a survey of its practices. 

Chairman Tauzin. So they weren’t invited to do it? They did it 
on their own? 

Mr. Scanlon. Congress gave them the right to do this in the Bal- 
anced Budget Reform Act. 

Chairman Tauzin. So the question, Dr. Norton, is why haven’t 
oncologists on their own submitted data to have the 

Mr. Norton. We have offered and we have been told that we will 
be contacted when it’s appropriate for us to give the information; 
and we’re still willing. 

Chairman Tauzin. What I’m hearing is that you don’t have to 
offer to do it. You have a right to do it. You don’t have to have an 
invite from them. You don’t have to make an offer that is accepted. 
The law says that every year every specialty of practice has a right 
to submit new data, revised data, to ask the agency to revise the 
reimbursement under the pool. And my question is, why haven’t 
you done that? 

Mr. Norton. We have had contact with numerous agencies, and 
we’ve offered our assistance in determining these prices. There’s 
issues in costs, in fact. 

Chairman Tauzin. Well, you tell me what you did, but you’re not 
telling me why you didn’t do what you could do. So let me say it 
again as clearly as I can. 

If you have the right to submit it without an invitation, if the 
law gives you the right every year to go to CMS now and say, these 
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are our numbers on what it takes to properly reimburse us for 
practice expenses, why haven’t you done that? 

Mr. Norton. Well, part of it is that it’s an expensive proposition 
to do it properly, frankly. It’s — we are a voluntary organization, 
and it’s a very expensive proposition to do that. 

Chairman Tauzin. But I don’t understand that. If you’re being 
so underreimbursed, why would — if other companies have done 
that, why wouldn’t you do that? 

Mr. Norton. You know, we didn’t create AWP; we inherited 
AWP. You created AWP, and the fact is, it’s been working. It’s a 
broken axle, broken wheel, but it’s been working. 

Chairman Tauzin. I thought that was the answer, because that 
is our suspicion. The reason why we’ve never gotten a real defini- 
tive, you know, resolution of what the true practice costs are in 
some of these fields is that you felt comfortable with the AWP re- 
imbursement as taking care of whatever deficiencies exist. Right? 

Mr. Norton. We haven’t felt comfortable with AWP. We’ve been 
opposed to the whole concept ethically, morally. 

Chairman Tauzin. I’m just saying in terms of the dollars. 

Mr. Norton. The economics have worked. We’re able to keep the 
ship afloat. 

Chairman Tauzin. So that if you didn’t have the advantage of 
the overreimbursements under AWP, you would probably be more 
likely to do what other specialty groups have done every year, and 
that is get in there and pitch a case for why you want to be reim- 
bursed more thoroughly for your practice expense? 

Mr. Norton. We absolutely would help determine the proper re- 
imbursement, absolutely. 

Chairman Tauzin. Now, recognizing that that hasn’t happened 
and recognizing that if we do eliminate this practice of over- 
reimbursing for drugs, which some specialty groups, like your own, 
have relied on upon rather than seeking changes in that pool, if we 
did that, you would — is there any doubt you would head straight 
to that pool and seek a reassessment of your practice expenses? 

Mr. Norton. Oh, we would like to work to make a fair cost. Ab- 
solutely. Sure. 

Chairman Tauzin. And would it be helpful if we had your co- 
operation and the cooperation of other groups, specialty groups, af- 
fected, in eliminating this practice of the AWP — because it has 
other pernicious effects, not just this financing thing — if we got rid 
of it, would it be helpful if we asked you to work with GAO and 
the IG and Scully and our own committee to determine what is, in 
fact, a fair estimate of what practice 

Mr. Norton. It would not only be helpful; it would be wonderful. 
We would relish that opportunity. 

Chairman Tauzin. If we told you in advance that we were pre- 
pared, and this committee was able, to support additions to the 
fund so that, in fact, there would be less pressure on you having 
to go get your dollars from some other practice group, but there 
would be room to make up a reasonable — in a reasonable way, com- 
mensurate with what other practice groups are getting — I’m not 
saying that we should favor one practice group over another in that 
process, but to give more room for you to adequately get a reevalu- 
ation of your practice 
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Mr. Norton. See, again 

Chairman Tauzin. Would such a proposal meet with your sup- 
port? 

Mr. Norton. Yes. It sounds great. Frankly, you know, the point 
is that we’re not talking about consultation costs or visit costs. 
We’re talking about actually — the cost of actually treating patients, 
the cost to treat patients. Any solution that enables us to be able 
to continue to treat our patients is a solution we’d be happy 

Chairman Tauzin. That is the solution we want. When we start- 
ed this discussion, the chairman will tell you we had briefings, and 
I, among a number of members, made it very clear that if we’re 
going to do this, if we’re going to take this on, this massive project 
to change this, when 10 years have gone by and nobody could do 
it, that the one outcome we could not have is that somehow you 
were not going to be out there taking care of cancer patients as a 
result. And then that’s your leverage in this thing. We understand 
that. 

But our leverage is that — I want you to understand this. Our le- 
verage is that I don’t think patients in America, upon learning that 
they’re paying a 20 percent copay that is equal to 500 percent of 
the cost of a drug that the doctor buys — I don’t think patients in 
America are going to let anybody put up with this system, now that 
that’s out in the open; and that patients are gradually going to un- 
derstand how bad that is. 

I mean, when my 82-year-old mom hears that she has to pay a 
20 percent copay that’s equal to five times what the doctor is 
charged for the drug, I can tell you, I’m going to get a few phone 
calls from that lady, and I suspect every Member of Congress 
would. And if there were a legislative stand-alone proposal to 
change that, it probably would zip through this Congress. 

So I guess my message is that we understand, I think, the prob- 
lem of how we’ve gotten in this mess. I also want to say this again. 
I think you’re the angels sent from God for the work you do, and 
I know why you’re having a hard time recruiting in some cases. 

It’s so awful to watch people go through what people go through 
in cancer, and you guys do it all the time, and I admire you so 
much for that. I want you to understand that. 

We understand the problem you’re in, but we need your help to 
fix it. And if we’re going to come up with a formula that works, 
we’re going to need all the specialty groups working with us to 
come up with a solution that answers it. If we don’t, we’re going 
to end up having to sell parts of it at a time, like this 20 percent 
copay thing, and that’s not going to be good. That’s just going to 
take a chunk out of income. 

But, in fairness, I can’t see asking my mom or anybody else to 
pay 500 percent for some — for the cost of some drug, when the law 
says they ought to pay 20 percent of it. There’s something wrong 
there. 

Bottom line, I guess what I’m saying is, I think we’re seeing our 
way to some solutions, but we’re going to need the support, help 
and encouragement of the provider groups, such as yours, in find- 
ing it in a way that you continue and can continue to serve Amer- 
ica’s cancer patients; and at the same time that we can put an end 
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to this system, not simply because it may be wrong financially, but 
because it has some potential aspects to it that are so disturbing. 

To think that the bonus paid for chemotherapy might encourage 
anybody to use it when it’s not appropriate is just an awful 
thought, and I hope it does — I hope it is not happening in America. 
But the thought that it could is just so disturbing, that I think we 
have to — we have to deal with this pretty soon. 

And so, again, thank you for your contributions today, all of you, 
and I hope we — I want to do one more thing, if I can, Mr. Chair- 
man. I want to turn to Dr. Emanuel. 

What is a nonresponsive chemo situation? You named a bunch 
of cancers. Tell us what that means. That means that chemo 
doesn’t help at all? 

Mr. Emanuel. Right. The chemotherapies we have available do 
not shrink the cancers. 

Chairman Tauzin. Do they help with the patients in any other 
way? 

Mr. Emanuel. Usually they are not recommended when they 
don’t shrink the cancer. 

Chairman Tauzin. Well, that’s what I’m having a hard time un- 
derstanding. Why in the Massachusetts study did you — and maybe, 
Dr. Norton, you can help me. 

Mr. Norton. I can help you. 

Chairman Tauzin. Why did you find that doctors were doing 
chemotherapy on patients when chemotherapy was known not to 
work? 

Mr. Norton. Generally speaking, we define “responsive” as 
about a 20 percent response rate. But somebody who is desperate 
will take less than a 20 percent response rate, and that’s — frankly, 
I think it’s one cycle. You say, Listen; the patient says, Listen, Doc- 
tor, please try. 

Chairman Tauzin. Very often, it’s a patient saying, I don’t want 
to 

Mr. Norton. I spent 45 minutes with the daughter of a patient 
this morning before I came here. She was begging me to treat her 
mother with chemotherapy, and I frankly said I didn’t think it was 
appropriate. 

Chairman Tauzin. So I just 

Mr. Norton. One cycle is what Dr. Emanuel found in his study. 
You know, when a patient comes in, desperate, and says, Please 
try; and you can find in the medical literature 5, 10 percent re- 
sponse rates in all these diseases to various — you say, We will try 
one cycle; if the cancer doesn’t shrink, we will stop. And frankly I 
don’t think that is so unreasonable. You know, you say the last 6 
months, the last 3 months of life; you don’t know that until a pa- 
tient has died. If they respond to therapy, it’s no longer 3 months. 

Chairman Tauzin. I’m trying to help you. So the fact is that the 
bonus that exists in this reimbursement system may not be the 
reason why even in a nonresponsive cancer case chemo is selected, 
because the patient may want it in some cases. 

Is that right, Dr. Emanuel? Do you agree with that? 

Mr. Emanuel. Yes. I think that’s — we’ve all experienced that sit- 
uation. 

Chairman Tauzin. Thank you very much, Mr. Chairman. 
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Mr. Greenwood. The gentleman’s time has expired. 

The gentleman from New York, Mr. Engel, is recognized for 5 
minutes. 

Mr. Engel. Well, thank you, Mr. Chairman. 

If this was another hearing in talking about Medicare and reim- 
bursements and what Medicare pays for, I’d be talking about how 
Medicare can pay for syringes but not for the drug insulin to — 
which is used in the syringes. I’m constantly confused by what goes 
on. 

But since we’re talking about home infusion, infusion therapy, I 
want to talk a little bit — and I thank you, Mr. Connaughton, for 
mentioning it in your testimony. I want to highlight my bill, which 
is H.R. 2750. We called it the Medicare Home Infusion Therapy 
Act, and what it does is it addresses the particular problems associ- 
ated with home infusion therapy. 

Medicare’s reimbursement policy for home infusion therapy is 
simply outdated. Modern medicine has made the administration of 
many drugs safe and effective in the home. Because of these ridicu- 
lous reimbursement provisions, many senior citizens are forced to 
stay in hospitals or trek to physicians’ offices on a daily basis to 
receive their treatment, when this treatment can be given to them 
in their homes. 

It’s much cheaper. It’s much easier for everyone around, and yet 
we can’t do that. It can be conducted in the home safely, and it 
could be at a fraction of the cost. 

So, to address that issue, the bill directs the Secretary of Health 
and Human Services to set up a fee schedule for drug reimburse- 
ments and provider reimbursements that would ensure adequate 
and fair payments to providers. I very strongly feel that this legis- 
lation appropriately addresses the needs of seniors and providers 
together and could serve as a model for a broader approach to the 
problems with AWP, and I’m hoping that we as a committee will 
examine the legislation. 

Mr. Connaughton, since you mentioned it, I’m wondering if you 
could expand on some of your remarks, because as I mentioned, the 
bill doesn’t only reform how currently covered home infusion drugs 
are regulated, but it would also extend coverage to drugs that are 
not currently covered, such as home antibiotic therapy; and I won- 
der if you could just talk about that expansion. And what do you 
think this bill would do for Medicare beneficiaries? 

Mr. Connaughton. Let me just make a couple of comments. 

First of all, I think your bill is absolutely consistent with the five 
principles the chairman enunciated earlier when he was speaking 
with Mr. Scully. Medicare, as I’ve mentioned in my testimony, is 
losing the advantage of infusion therapy in the home. The coverage 
by Medicare for home infusion is extremely narrow. Managed care 
is taking advantage of that opportunity, and indeed Medicare’s use 
of home infusion is less than 20 percent of what home infusion 
companies do. 

There are many therapies that are not covered by Medicare now 
that could be covered by Medicare and are covered by managed 
care in the home. It would make tremendous savings. 

The key to your bill I think, Mr. Engel, is that it spells out a re- 
imbursement scheme and recognizes that these services are a value 
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in the home, but it spells out a reimbursement scheme that is 
based upon costs of a product and the costs of the services and rec- 
ognizes that there are standards for those services that are recog- 
nized in the private sector; and we think it’s a very, very good piece 
of legislation. 

Mr. Engel. Thank you. 

Let me ask you this: If Medicare were to adopt the same quality 
standards that are used in the private sector, how do you think 
this would affect the care provided to Medicare beneficiaries? 

Mr. Connaughton. Well, it would ensure they are getting the 
same quality of care that they’re getting in the private sector. In 
the private sector there are standards; they spell out the services. 
Medicare, for whatever reason, just does not recognize that these 
services exist; and I think it’s important for them to recognize them 
and spell out the standards. 

Mr. Engel. And as things have evolved in health care — obvi- 
ously, when Medicare was first put into place, we couldn’t have an- 
ticipated the changes and the improvements we’ve made, and 
therefore I think it’s fair to say — and I’m sure you would concur — 
that we need to change some of the — to update, I think that’s a bet- 
ter word, some of the procedures that we have now. 

Mr. Connaughton. I would agree with that. 

In the case of home care, technology is going to allow us to do 
a lot more things. Infusion therapy is a current issue, but I hope 
over time that Medicare will be able to take advantage of those 
technologies. 

Mr. Engel. Now, I want to make sure that I understand some- 
thing you mentioned earlier. I think the chairman also — I’m sorry. 
Mr. Brown, I think, mentioned it before. 

The costs of acquiring the drug for home care suppliers are in 
many cases less than the cost of administering it. 

Mr. Connaughton. That’s the case. On average — it varies from 
therapy to therapy, but on average, our survey that was conducted, 
about 26 percent of the cost of providing the therapy is the drug. 

Mr. Engel. So obviously that is something we need to fix. I’m 
sure that’s why Mr. Brown mentioned it, and I think it’s something 
that the committee ought to look at. 

I’m wondering if anyone else would want to comment on that. 
Yes. 

Ms. Lamphere. Indeed, the services that you were talking about 
and the quality standards that you were talking about are very im- 
portant. The nursing coordination, the patient education, the phar- 
macy operations, all of these direct services, at least in the case of 
home infusion and respiratory therapy, account for 46 percent of 
the total cost of providing respiratory and home infusion services 
in the home. 

Mr. Engel. Yes. I think that’s a shocking statistic, and I cer- 
tainly think it shows that things are broken and need to be fixed. 
I thank you. 

Thank you, Mr. Chairman. 

Mr. Greenwood. I thank the gentleman. 

The gentleman from Iowa, Mr. Ganske, for 5 minutes. 

Mr. Ganske. I thank the members of the panel for staying for 
a long day. 
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I think that there’s been a consensus today, from the previous 
participants, that the way that we’ve calculated reimbursement for 
drugs and Medicare needs to be made more accurate, and that we 
need to take into account the true costs of the administration and 
the services to get those drugs to the patients. And I think your 
testimony has been effective. I thank you and I yield back. 

Mr. Greenwood. The gentleman, Mr. Norwood for 5 minutes. 

Mr. Norwood. Thank you, Mr. Chairman. I will be relatively 
brief, but I’m interested in a couple of things. 

Dr. Norton, you listed in your testimony a number of services 
that clearly the oncologist has to perform for the patient if they are 
to get good care. Those services presently are not recognized by 
Medicare. 

Mr. Scanlon, I’m curious, since the GAO seems to know a lot 
about this subject, why aren’t — well, let me go back a minute. You 
said, “not explicitly.” That means no, I gather. 

Mr. Scanlon. No, it doesn’t. Excuse me. Not recognized, but paid 
for. And the difference is that the way that Medicare practice ex- 
pense fees are determined is that all the costs of the practice are 
taken into account, so presumably these kinds of activities generate 
costs which are carried on the books; and those should be taken 
into account when practice expense payments are determined. 

Mr. Norwood. Dr. Norton, do you believe that that is actually 
the case? 

Mr. Norton. You know, I am an expert in statistics; that, I am, 
even though I’m not an expert in economics. And my under- 
standing is that the methods that are used to actually make these 
determinations are filled with approximations. It’s approximation 
upon approximation — approximation of expense, approximation of 
time, calculations, multiplications of submitted procedures and var- 
ious percentages. 

I question, just as a scientist — and I’m not an economist. As a 
scientist, I question the validity of some of these methods, frankly. 

I would like to see a method that starts with the actual proce- 
dure and builds up and calculates the cost on that basis. You know, 
if it’s going to be a half an hour of somebody’s time to talk to a 
patient, then it should be a half an hour of this hour that’s re- 
ported into the equation, and that’s the way it ought to be cal- 
culated. 

If we do it that way, we very well might come up with a different 
number. And I’m not even saying that I know for sure we’ll come 
up with a different number. I just think that the science of actually 
coming up with the cost estimates could be improved. 

Mr. Norwood. Well, Mr. Scanlon, and then you. 

It appears that the providers of this care, though their services 
aren’t listed, feel that they aren’t compensated. That’s fairly clear 
to me. 

Now, Mr. Scanlon, I presume that a lot of your numbers are the 
result of estimations. 

Mr. Scanlon. The numbers are based upon samples, samples 
both of the practices in terms of reporting their actual costs that 
they incurred; and then panels of experts that were put together, 
doing what Dr. Norton suggested, which is to take for each proce- 
dure and to say, this is our estimate as to how much nurse time, 
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how much other staff time, how much supplies, et cetera, it takes 
to provide that procedure. 

The flaw that was discovered in that method is, when you add 
it up, for all of the times and all of the different costs that the pan- 
els had, they didn’t match the data that the practices were actually 
writing checks for. And that’s why it was critical to bring both of 
these pieces of information together. 

Think of it in terms of, if we were all asked to tell everyone how 
we spent yesterday, give every activity that you were engaged in 
and the amount of time, it might not add up to 24 hours, but there 
were still only 24 hours in yesterday. And the problem is, it’s very 
hard in the abstract sense to say this is going to take 50 minutes, 
this is going to take an hour, et cetera. So the data of costs that 
practices actually incur is a very good and strong benchmark in 
terms of being able to calibrate these expert panel estimates. 

I agree with Dr. Norton, in a sense, that the data need to be im- 
proved. We need to get data that are going to be more robust, have 
smaller variance in terms of the estimate of the true values. I don’t 
agree that the method is invalid. 

The method is valid. We just need better information with which 
to execute it. 

Mr. Norwood. Well, isn’t it then true that perhaps the reason 
we are having this hearing is, the data is not robust, as you put 
it? As far as I know, the oncologist did not come up with a plan 
for how to be reimbursed in terms of the cost of drugs. I presume 
that our old agency, HCFA, dreamed that up. 

Mr. Scanlon. There are two elements; I mean, in terms of why 
we may be having this discussion. One is data, and we — and I’ve 
talked about that. The other that I mention in my testimony is the 
fact that the method that I’m saying is valid, the method I think 
that needs to be applied for all specialties, is not the method that 
was used to calculate the fees for chemotherapy administrative 
services, as well as for other services where there’s not direct phy- 
sician involvement. 

We believe that CMS needs to calculate all fees, using what 
we’ve referred to as the basic method, which in our mind, appro- 
priately allocates total practice expenses across the procedures that 
specialties have, takes into account to the greatest extent possible 
differences in the costs of delivering a service by one specialty 
versus another. 

Oncology, again, is affected by what HCFA did in the past. It 
took the chemotherapy administration services and put them in a 
pool with all other similar types of services from other specialties 
and calculated fees on the basis of that average. We don’t think 
that is appropriate. 

So if we were to apply the method appropriately, we would get 
a different result. It’s the chemotherapy fee — administration fees 
would change 16 percent; overall fees to oncologists would change 
7 percent. So those are the kinds of things that we have been talk- 
ing about. 

Mr. Norwood. Dr. Norton, I heard Chairman Tauzin say that he 
knew that Mr. Scully would be greatly interested in your organiza- 
tion’s input, and I know you’re interested in doing that. You’re 
president of your society, are you not? 
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Mr. Norton. That’s right, sir. 

Mr. Norwood. How many members do you have? 

Mr. Norton. About 17,000. 

Mr. Norwood. American Society of Clinical Oncology. 

What is your pay as president? 

Mr. Norton. Oh, I don’t get any pay at all. This is voluntary. 
My institution gets some money — I actually don’t even know the 
amount — to compensate partially for the time I spend. But since I 
spend essentially 100 percent of my time doing this job as well as 
100 percent doing my other job, it’s nowhere near compensation. I 
receive no funds whatsoever. 

Mr. Norwood. So I want to point out to our chairman that you 
are a volunteer organization, and sometimes it is not as simple as 
it seems when a voluntary organization is asked to defend itself 
against a Federal organization — a Federal agency that has thou- 
sands and thousands of employees who sometimes don’t get in a 
hurry. 

I may be wrong about that, but a lot of times it’s very difficult 
on the other end to do what we’re asked to do. 

And I don’t frankly understand, for example, why CMS doesn’t 
list the services and determine, with the help of people like Dr. 
Norton, what a fair, reasonable fee is, and make it so much simpler 
for everybody; rather than putting the onus on the back of a volun- 
teer organization, oh, it’s all your fault because you’re not being re- 
imbursed. 

I know I’m running out of time. I’ve got two quick things, Mr. 
Chairman, if I could finish. 

Mr. Scanlon, just yes or no. Do you happen to know, is it GAO 
that told President Johnson that the cost of Medicare in 1990 was 
going to be $9 billion? 

Mr. Scanlon. No. 

Mr. Norwood. Okay. Just checking. I know one of the agencies 
did. I just can’t remember which one. 

Dr. Emanuel, God forbid if you should ever have cancer, where 
would you choose to be treated? 

Mr. Emanuel. Think it depends on the kind of cancer. I would 
try to find the right oncologist for the cancer. 

Mr. Norwood. Would you prefer to be treated in the United 
States? 

Mr. Emanuel. Well, certainly compared to other — certain other 
countries which are struggling. 

Mr. Norwood. You implied that our oncology care in America is 
pretty poor and listed reasons why you thought perhaps they were 
poor, and I wondered if that’s what you meant to imply. 

Mr. Emanuel. No. I think what I said, or certainly what I meant 
to say, is that we at this moment cannot guarantee every American 
who has cancer the highest quality oncological care for that cancer. 
We know that there are problems. We know that there is underuse 
and we know that there is overuse, and part of the issue is to make 
sure that we can guarantee everyone that they get the right care 
at the moment. 

Mr. Norwood. We can’t guarantee everyone we can stay out of 
the way of an airliner. How can we guarantee everyone? 
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Mr. Emanuel. Well, we don’t even have a monitoring system to 
make sure that Americans do 

Mr. Norwood. And who do you want to determine who gets the 
care, if you don’t want the people who are trained in oncology to 
determine it? 

Mr. Emanuel. I think we need 

Mr. Norwood. Some oncologists decided a patient shouldn’t get 
the treatment, or should. Okay. If you don’t like them deciding, 
who do you want to decide? 

Mr. Emanuel. I’m — at the moment, I certainly think oncologists 
have to be part of it. I’m actually at the moment the head of the 
ASCO Task Force on the Quality of Cancer Care. One of the things 
I think we do need is to have a monitoring system to make sure 
that people who are diagnosed with cancer get referred to the right 
person, get the right procedures, not too much and not too little, 
and who 

Mr. Norwood. Who is “we”? 

Mr. Emanuel. I think that’s a collective responsibility, and as a 
matter of fact, ASCO, the American Society of Clinical Oncology, 
has undertaken a $5 million study to try to find out where the 
flaws in the system are. We know that there are flaws in the sys- 
tem and that it’s not working perfectly; and I think it would be 
wrong at this point in time to say, just because I’d like to be treat- 
ed in the United States, that we have a flawless system. 

We know we have quality problems, and we know we need to 
have oversight and to improve the quality of cancer care delivery. 
The issue is, where are the problems, how can we monitor them, 
and how can we collectively — oncologists, the government, nurses, 
hospitals, insurers — improve that system. 

Mr. Norwood. I see the red light, Mr. Chairman. 

Mr. Greenwood. The time of the gentleman from Georgia has 
expired. I thank the gentleman for his questions, and let me advise 
the gentleman from Georgia that it is my intent, in the legislation 
that we introduce, to fix this problem; that we will, in fact, direct 
CMS to do the work with these associations, but certainly to pro- 
vide the technical support so that we can develop the data, so that 
they are adequately compensated. And that will not be a burden 
placed on the backs of the voluntary organizations exclusively. 

Mr. Norwood. And, Mr. Chairman, if the organization has a 
white paper on — at least their opinion on how to go about fixing 
the problem, shouldn’t at least CMS have a white paper on how 
they think the problem ought to be fixed? 

Mr. Greenwood. Well, we’re going to make them work so fast 
that they won’t even have time for a white paper. 

The Chair asks unanimous consent to submit for the record the 
following documents: two volumes of committee documents; the 
opening statements of — the statements submitted by Congressman 
Stark and other members’ opening statements; two letters to the 
committee from U.S. Oncology, clarifying the documents obtained 
by the committee. 

And I would ask unanimous consent that we hold the record 
open for members to submit questions. 

With that, we thank the final panel for your testimony, for your 
presence, for your endurance as well. This committee does intend 
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to fix this problem. We intend to fix it in short order. We intend 
to fix it rationally and fairly for the benefit of the taxpayers, the 
beneficiaries and the valued health care providers. Thank you. 

The committee hearing is adjourned. 

[Whereupon, at 3:15 p.m., the subcommittee was adjourned.] 
[Additional material submitted for the record follows:] 

STATEMENT OF 
CONGRESSMAN PETE STARK 

FOR THE SUBCOMMITTEES OF HEALTH AND OVERSIGHT AND INVESTIGATIONS 
OF THE HOUSE ENERGY AND COMMERCE COMMITTEE 
Joint Subcommittee Hearing on 

Medicare Drug Reimbursements: A Broken System for Patients and Taxpayers 
September 21 , 2001 

GAO Investigation Proves Major Drug Companies Have Abused Medicare and the 
Public through Distortions of the Average Wholesale Price; Recommends Scrapping 

the AWP 

Congratulations to the General Accounting Office (GAO) and the Health and 
Human Services' Office of the Inspector General (IG) for their outstanding work in 
exposing the abuse of Medicare beneficiaries, the public and private health programs 
by some of the nation's leading pharmaceutical companies and some physicians. 

These investigations leave no doubt that drug manufacturers inflate the Average 
Wholesale Price (AWP) of their products in order to bribe physicians to prescribe their 
drugs. 


The investigation confirms what many of us have been saying for years. 
Pharmaceutical companies manipulate the AWP to increase profits, which increases 
costs to patients and taxpayers by influencing physician-prescribing practices. This 
raises serious questions about the legitimacy of Medicare spending in this area, and, 
even more importantly, the quality of treatment and whether patients are being 
prescribed the right drugs. Previous evidence has shown that patients may be 
given inappropriate drugs as a result of the financial incentives in the current system. 

I have introduced legislation in the past to stop these abusive practices, and the 
previous Administration had also tried to put an end to this policy. Numerous lawsuits 
have been filed on this issue and at least one has been settled this year alone. The 
evidence against the manufacturers and others involved in this scheme is 
overwhelming. 

According to GAO, the AWP is 13 to 23 percent greater, on average, than the 
actual costs charged to physicians. In some cases, the spread between the AWP and 
actual costs is as much as 65 percent and 86 percent. As we have longsuspected, this 
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translates into unjustified, higher costs for Medicare, the taxpayers, and Medicare 
beneficiaries and it should be stopped. 

I've advocated for years that we move toward a system based on acquisition 
costs. Now GAO is further substantiating the need to take immediate action to fix the 
widespread abuse of the AWP system. The integrity of federal health care delivery 
depends upon it. According to the IG, AWP abuse increases costs to beneficiaries and 
Medicare by up to $1.9 billion annually. Because beneficiaries pay 20 percent co- 
insurance on covered Part B services, this means that America's senior citizens and 
disabled persons who use these services are overpaying by nearly $400 million each 
year. Given that very few outpatient drugs are even covered under Medicare, it is 
simply unconscionable that these beneficiaries, and the taxpayers, are not getting the 
best possible price. 

The GAO investigation and recommendations should stop any efforts by special 
interest groups or Members of Congress to block efforts to implement long-overdue 
remedies. I couldn't agree more with GAO's recommendation to scrap the AWP in favor 
of a system that reimburses drugs at levels that reflect actual market transaction prices. 
Doctors should be reimbursed for their actual acquisition costs. This measure would 
eliminate the abuse of AWP and would also contain the ballooning costs of prescription 
drugs. 


Certain physicians will not be pleased with the findings of the IG and GAO They 
will try to frighten beneficiaries into thinking that efforts to stop AWP abuses will curtail 
beneficiary access to physician-provided drugs. That is nothing more than a cynical 
scare tactic to persuade beneficiaries to support a system that forces them to pay more 
n order to pad physician income. 

Furthermore, physicians should not profit on drug selection. A forthcoming GAO 
report will examine the adequacy of physician payments for certain activities. If it 
shows, as we anticipate, that physician fees should be adjusted for certain services, 
then those payments should be adjusted accordingly. However, that need doesn’t 
support continuance of this corrupt system that rips off Medicare and patients. 

The timing of this investigation is particularly important in view of the current 
debate about adding a prescnption drug benefit to Medicare. Prescription drugs are an 
integral part of medical treatment today and Medicare must be modernized to include 
them. However, as the largest purchaser, Medicare should not and cannot afford to be 
paying top dollar for drugs. That is why the AWP should be abolished in favor of a 
pricing system that guarantees seniors affordable access to covered prescription drugs. 
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September 19, 2001 

SENT VIA FACSIMILE TO (202) 225-1919 
ATTN: Tom DiLenge 

Counsel, Subcommittee on Oversight and Investigations 
House Committee on Energy and Commerce 

The Honorable James Greenwood 
Chairman, Subcommittee on Oversight 
and Investigations 
U.S. House of Representatives 
Committee cm Energy and Commerce 
2125 Rayburn House Office 
Washington, DC 20515 

Dear Chairman Greenwood: 

Thank you for your willingness to work with US Oncology, Inc. (USON) as part of the House 
Energy and Commerce Committee’s efforts to reform the Medicare program’s reimbursement of 
oncology drug and practice expenses. 

USON provides comprehensive management services to community-based oncology 
practices across the nation. As a management services provider for community-based practices, 
USON docs not actually receive any reimbursement from Medicare or any other payor, but is able 
to aggregate relevant information from its affiliated practices. In this capacity, USON is able to 
assist the Committee as the Committee assesses Medicare reimbursement of oncology drugs and 
practice expenses. 

In responding to your letter of September Id, 2001, please be aware that the information 
below is what we have been able to assemble in the time frame provided. To the extent additional 
information is needed, USON stands ready to continue its work with you and your staff to answer 
any questions the Committee may have. Accordingly, the following information is submitted for 
your review: 

Describe the methodology employed by Ernst & Young in calculating the cost of 
pharmaceutical purchases by USON, including whether the auditors accounted for 
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grants, sponsorships, rebates, free goods or other off-invoice discounts in determining 
such costs. 

Background and History : T o effectively describe the methodology used in the USON study, 
a brief history of USON’s involvement in this initiative may be helpful. USON and its affiliated 
cancer caregivers have long maintained that the Medicare program's reimbursement of oncology' 
drugs and practice expenses is flawed: While reimbursement for oncology pharmaceuticals is too 
high, reimbursement for practice expenses is too low. Moreov er, we recognize that any reform effort 
that focuses only on reducing pharmaceutical reimbursement, without considering practice expense 
reimbursement, would significantly undermine the ability of oncologists to provide cancer care to 
their patients. To that end, USON has advocated for some time that Medicare reform is needed: 


• In the beginning of 1999, USON (then known as American Oncology Resources, 
Inc.) first briefed the Subcommittee on Medicare's reimbursement of oncology 
drugs and practice expenses. 

• In 1999, USON sponsored, with other participants in the oncology community, a 
study entitled, "The Impact of Medicare Payment Policies on Patient Access to 
Quality Cancer Care" by Barton McCann, M.D. and Julia A. James. This study 
described oncology drug reimbursement and practice expenses and for the first time 
ever quantified the extent of the drug overpayment at the physician level. 

• In 1999 and 2000, USON actively worked for a GAO study of Medicare’s 
reimbursement for pharmaceuticals and related practice expenses. USON then met 
with the GAO to offer assistance with its study. 

In offering our assistance to the GAO as it undertook its BIPA-mandated analysis, we noted 
that USON’s position enabled it to assemble data regarding Medicare's reimbursement for 
pharmaceutical and related drug administration sendees for affiliated practices. We also noted, 
however, that USON’s network of affiliated practices recognizes a number of efficiencies not 
obtained by most community-based oncologists. Further, we explained that approximately 80% of 
cancer care is delivered in community office settings and that it is our understanding that the typical 
oncology practice consists of 3-5 physicians. Thus, we cautioned the GAO that information we 
provided would not be representative of the experience of most small, community-based oncology 
practices and that the Health Care Financing Administration (now known as the Center for 
Medicare and Medicaid Services) should be tasked with a definitive analysis of this complex set of 
issues. 
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Study Objective and Methodology : After discussing these issues with the GAO, we 
undertook what we believe was the most comprehensive study possible in the GAO's nine month 
time frame. The sole objective of the study was to analyze the Medicare program's reimbursement 
to US ON' $ affiliated practices for the year 2000 for pharmaceuticals and related administration 
services, and the expenses incurred by the affiliared practices for those drags and their 
administration, 

To achieve this objective, USON established financial procedures designed to report the 
experience of those affiliated practices, on a consolidated basis, relating to revenues and expenses 
for drugs and drug administration. The procedures {described in detail within the Ernst & Young 
(E&Y) reports and in USON-supplied flow sheets and narratives reviewed with the GAO and the 
Committee) were designed to: 

(a) Consolidate the practices' direct and shared expenses; 

(b) Allocate these expenses to the drug and drug administration categories of sendees; 

(c) Apply the expenses related to the provision of drags and drug administration services 
to Medicare beneficiaries; and 

(d) Calculate the reimbursement recciv ed from Medicare for these products and sendees. 

As pan of this procedure, USON applied actual utilization data based on products 
and services provided, as well as actual drug costs (i.e., net of all rebates and all discounts). The 
information compiled by USON is truly reflective of the costs incurred by USON's affiliated 
practices in their purchase of pharmaceuticals. These costs include all pnee concessions (e.g., 
discounts, rebates) relating to the purchase of pharmaceuticals. As an aside, it is USON’s policy 
that affiliated practices not accept free goods as part of purchasing contracts, other than the drug 
replacement programs provided to affiliated practices by pharmaceutical companies for the 
practices’ provision of care to indigent and uninsured patients. The provision of free goods for 
indigent patients is monitored as part of our comprehensive compliance program, and our policy 
on that topic is attached (Attachment A) 

(a) Items Excluded from the Analysis. In performing the analysis, USON excluded 
those items not related to pharmaceutical or pharmaceutical administration revenue 
or expenses. These exclusions fall into two categories: (i) revenue and expenses that 
would not meet the test for inclusion in a Medicare cost report process for hospitals 
(given that USON, as described to GAO, attempted to emulate the “Part A" cost 
report process in our compilation), and (ii) USON revenue and expenses independent 
of our relationship, and thus not shared, with our affiliated practices. For example. 
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the amortization of intangible assets, general development, corporate planning and 
directly associated marketing costs and nonrecurring costs as well as revenues and 
expenses from USON’s separate clinical research and educational, communications 
and marketing service programs. If these excluded items were included, then the net 
income in the compilation would be reduced by approximately $13 million. 

(b) E&Y’s Role. USON retained the independent accounting firm H&Y to perform 
"agreed upon procedures" according to guidelines established by the American 
Institute of Certified Public Accountants Auditing Standards Board As USON has 
consistently and repeatedly stated to the GAO and the Subcommittee, E&Y was not 
engaged to. and did not, perform an audit. In two reports, E&Y recomputed 
calculations performed by USON when USON calculated the costs and 
reimbursements for Medicare-covered drugs and related practice expenses. The 
results ofE&Y's calculations agreed with the results of USON’s calculations. Copies 
of USON’s study, together with E&Y’s reports and other relevant information, are 
attached to this letter. (Attachment B) As noted above, this information previously 
was supplied to the Subcommittee 

Other Relationships with Pharmaceutical Companies’ In addition to the purchasing 
relationship that USON has on behalf of its affiliated practices with pharmaceutical companies. 
USON maintains two other principal relationships with pharmaceutical companies, each of which 
is operated separately from the purchasing activities. First, USON provides comprehensive FDA- 
audited services to practices engaged in clinical cancer research with pharmaceutical companies, 
from study concept and design through regulatory approval, including complete Phase 1 through IV 
capability. USON currently supervises 98 clinical trials, with annual accruals of more than 4,000 
patients. In this capacity, USON has played a pivotal role in bringing nine new pharmaceuticals and 
therapies to the market, thereby significantly benefiting cancer patients. It is important to note that 
research activities are generally conducted at a cost - not at a profit - to USON. In 2000, USON 
subsidized research activities, at our expense, in the amount of approximately $530,000. 

Second, USON provides educational, communications and marketing services in the 
oncology community. As part of these services, USON organizes and facilitates conferences and 
electronic media communications among pharmaceutical companies, oncologists, oncology nurses 
and cancer patients. The educational, communications and marketing services to pharmaceutical 
companies include: 

• Opportunities to make presentations, both at organized conferences and through 
electronic media, to oncologists and oncology nurses regarding new clinical and 
scientific developments (in accordance with the Prescription Drug Marketing Act 
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and continuing medical education accreditation standards established by the 
American Medical Association); 

• Continuing medical education (CME) training courses; 

a Organizing conferences for cancer patients (the description of a recent conference is 
attached hereto. (Attachment C) 

Fees received by USON from pharmaceutical companies and other vendors forthese services 
were retained solely by USON; neither affiliated practices nor their physicians received any of these 
fees. In addition, any costs incurred in connection with providing these services were borne solely 
by USON. As a result, these educational, marketing and communication services were operated 
s eparate from purchasing and clinical research relationships. Affiliated physicians did not participate 
in either the revenues or costs associated with these services. Therefore, the revenues and costs were 
excluded from the analysis performed by USON for the GAO. 

(A combined response is offered for the next two inquiries) 

Specify the total dollar amount of any grants or sponsorship of USON activities that 
USON (or any of its corporate predecessors, including but not limited to Texas 
Oncology 1 and American Oncology Resources) received at any time, since January 1, 
1997, to the present from any pharmaceutical manufacturing company. 

For each grantor sponsorship included in Request No. 1, provide the date of the grant, 
the amount of the grant, the alleged purpose of the grant, the activities on which the 
grant funds were actually expended, and whether the grant was agreed to as part of an 
overall drug purchasing contract. 

As noted earlier, USON maintains two principal relationships with pharmaceutical 
manufacturing companies, each of which are operated separately from purchasing and clinical 
research relationships. First, USON provides comprehensive FDA-audited services to practices 
engaged in clinical cancer research with pharmaceutical companies. Second, USON provides 
educational, research and marketing services in the oncology community. As part of these activities, 
USON organizes and facilitates communications, through both conferences and electronic media, 
among pharmaceutical companies, oncologists, oncology nurses and cancer patients 


'Please note that Texas Oncology P.A. is not a predecessor company to USON. 
DC I IOB66 v 1 . 22B69 001 39 
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The Honorable James Greenwood 
Page 6 of 7 
September 19, 2001 

Fees received by USON from pharmaceutical companies and other vendors for these services 
are retained by USON. Neither affiliated practices nor their physicians received any of these fees. 
In addition, any costs incurred in connection with providing these services are borne solely by 
USON. Therefore, educational, marketing and research service revenues were excluded from the 
analysis performed by USON for the GAO. 


The estimated total revenues provided (from 1997 to 2000) by pharmaceutical 
manufacturing companies in connection with educational, marketing and research services, and 
related expenses, are provided below: 


Year 

Sponsorship / Grant 
Revenues 
(Estimated) 

Related Expenses 
(Estimated) 

Net Revenues 
(Estimated) 

2000 

S1 1 ,220.000 

$7,941,432 

$3,278,568 

1999 

$6,862,000 

• 

* 

1998 

$1,998,500 

- 

* 

1997 

- 

* 

‘ 


* Above amounts represent the information we have been able to compile as of the date of this letter. 
Work continues to Identify all relevant sponsorship / grant revenues and related expenses. Please 
also note that the figures provided for 1998 and the first half of 1999 reflect the figures prior to the 
merger of APR and PRN. 


State whether USON (or any of its corporate predecessors, including but not limited 
to Texas Oncology and American Oncology Resources) has ever had any contractual 
arrangements with any pharmaceutical manufacturing company for the purchase of 
pharmaceuticals that also required or included as a provision of the contract the 
provision of any grants or sponsorship of any kind by the pharmaceutical company to 
USON or any of its corporate predecessors. If so, please provide a copy of each such 
contract 

It is USON' s policy that pharmaceutical purchasing contracts do not require or include any 
provisions regarding grants or sponsorship, and no current pharmaceutical purchasing contract 
requires or includes grants or sponsorship. We are aware cfone pharmaceutical purchasing contract, 
which was entered into by a corporate predecessor and terminated in 1999, that included a provision 
regarding sponsorship services. The sponsorship fees (totaling S250.000 for the twelve-month term, 
which was included in the 1998-1999 revenues in the t&bie provided in response to the previous 
question) corresponded to the value of those services provided and were entirely unrelated to and 
were not conditioned upon the purchase of any pharmaceuticals. 
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The Honorable James Greenwood 
Page 7 of 7 
September ! 9. 200 1 

In conclusion, Mr. Chairman, I want to assure you that we have made, and will continue to 
make, every effort to support the reform of Medicare’s flawed system for reimbursing drugs and 
medical services. Reflecting upon the expen ences of our affiliated physicians and nurses, I can offer 
that the Committee’s initiative, though difficult, will be of tremendous value to assuring that patients 
with cancer will continue to enjoy access to the high quality, cost-effective, community-based care 
they need. I hope that this letter will assist you in this effort. 

As always, USON remains committed to assisting the Subcommittee in its efforts to reform 
the Medicare program's reimbursement of oncology drugs and practice expenses. Please do not 
hesitate to contact me if additional information is needed. 

Sincerely, 

/*/ 

Leo E. Sands 
Executive Vice President 
Chief Compliance Officer 


Attachments 

cc: The Honorable W.J. “Billy" Tauzin, Chairman 

The Honorable John D. Dmgell, Ranking Member 
The Honorable Peter Deutsch, Ranking Member 

Subcommittee on Oversight and Investigations 

US Oncology, Inc, 

R. Dale Ross, Chief Executive Officer 

Phillip H. Watts, Esq., General Counsel 

Eric Berger, Vice President, Planning and Public Policy 

Jenkens & Gilchrist, A Professional Corporation 

Susan B. Murphy, Esq, 

Iden Grant Martyn, Esq. 

Robert W. Liles, Esq. 

Ernst & Young, LLP 
Carole Faig 
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Jenkens & Gilchrist 

J A »»RO*tSSiONAL CORPORATION 

1100 Louisiana 
Suite 1800 

Houston, Texas 77002 

*713) 951-3300 
Facsimile 713) 951-3314 

S'jsia B. Murphy 

71 3)951-3 352 . , 

imurphj^jerjsttii.com www ]enkens.com 


September 10, 200t 
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(202; 32CIS00 


Mark Paoletta 
Chief Counsel 

Subcommittee on Oversight and Investigations 
House Energy and Commerce Committee 
Rayburn House Office Building 
Room 2125 
Washington, DC 

Re: Request for Information Related to Proposal Prepared by Pharmacia & Upjohn 
Dear Mr, Paoletta 

Thank you for your willingness to work with our client, US Oncology, Inc. (USON), as part 
of the House Energy and Commerce Committee’s efforts to reform the Medicare program’s 
reimbursement of oncology drugs and practice expenses 

It is our understanding that you have questions related to a proposal that was prepared in 
1 997 by Pharmacia & Upjohn. Our client placed a call to your office earlier today in an effort to 
schedule a meeting with you tomorrow, prior to Wednesday's hearing, Since we have not heard 
back, we would like to proceed and address your questions as best we can at this time 

At the outset, please note that our initial review indicates that this document was not executed 
by our client. Moreover, it is important to note that USON did not prepare the document in question. 
As a result, USON is not in a position to speak to the motives or intentions of the preparers. 
Nevertheless, to the extent possible, we can provide a general discussion of how grant funds arc used 
in the educational setting. 

USON uses educational funding provided by phaimaceutical companies to present accredited 
Continuing Medical Education (CME) for USON affiliated practices. USON contracts with an 
independent third-party which maintains complete direction over the curriculum and content of the 
programs. Pharmaceutical companies are required to relinquish all control over how the training is 
presented and the information provided is unbiased and meets all requirements for certification. In 
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Jenkens & Gilchrist 

A PROF566IONAL CORPORATION 


Mark Paoletta 
September 10, 20G] 
Page 2 


this manner, affiliated physicians, nurses and other medical professionals are able to receive the 
education necessary to deliver the highest quality patient care and treatment. 

As always, USON remains committed to assisting the Committee in its efforts to reform the 
Medicare program’ s reimbursement of oncology drugs and practice expenses. Please do not hesitate 
to contact me if additional information is needed 



cc: David Marventano 

Chief of Staff 

House Energy and Commerce Committee 

Patrick Morrisey 

Deputy Chief of Staff 

House Energy and Commerce Committee 
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ONE HUMMED SEVENTH CONSBESS 

®.£>. Souse of £eprtsentatibes 

Committee on Cnergp anb Commerce 

(IBasbington, SC 20515-6115 

W.J. “BILLY" TAU2IN, LOUISIANA, 

CHAIRMAN 

September 14. 2001 
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R. Dale Ross 

Chief Executive Officer & Chairman 
US Oncology 
16825 Northchase Dr. 

Suite 1300 

Houston, Texas 77060 
Dear Mr. Ross: 

As you know, the Committee on Energy and Commerce is reviewing the Medicare 
drug reimbursement system, and has had several communications with U.S. Oncology 
(USON) regarding the issue of inflated drug reimbursements, as well as your contention that 
these profits on drugs are necessary to cover other expenses of your member practices for 
which Medicare allegedly does not provide full reimbursement. 

I am aware that, in connection with the ongoing Congressional inquiries, USON hired 
the accounting firm Ernst & Young to conduct an audit of USON reimbursements and 
expenditures for Medicare-covered drugs, as well as other related practice expenses and 
reimbursements. The results of this audit would appear to indicate that USON received 
roughly $92 million in excessive Medicare drug reimbursements, while receiving under- 
reimbursement from Medicare for practice expenses totaling roughly S83 million. 

Committee staff have reviewed the report and have questions about whether the 
audit’s calculations of USON’s drug expenditures are truly reflective of the costs USON 
incur in purchasing drugs, thus possibly inflating the total costs and decreasing the margin of 
profit it receives from Medicare. For example, the Committee has obtained documentation 
indicating that USON and/or its predecessors received rebates and free goods from 
pharmaceutical companies as part of its drug purchasing arrangements. The Committee also 
has documentation reflecting that USON and/or its predecessors also received significant 
grants from pharmaceutical companies for various purposes and uses. Yet we are not certain 
whether Emst & Young included these other payments or in-kind contributions from the 
drug companies when calculating USON’s true cost of purchasing pharmaceuticals. 
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R. Dale Ross 
Page 2 


Because two calls to your outside counsel to discuss this matter have not been 
returned, and because we have re-noticed a hearing on Medicare drug reimbursements for 
next Friday, September 21, 2001, 1 am writing to you today to request information about 
USON’s true cost of purchasing drugs and your contractual relationships with pharmaceutical 
companies. Specifically, 1 am requesting that, pursuant to Rules X and XI of the U.S. House 
of Representatives, USON provide to the Committee the following information by 
Wednesday, September 19, 2001: 

1 . Specify the total dollar amount of any grants or sponsorship of USON activities that 
USON (or any of its corporate predecessors, including but not limited to Texas 
Oncology and America Oncology Resources) received at any time since January 1 . 

1 997 to the present from any pharmaceutical manufacturing company. 

2. For each grant or sponsorship included in response to Request No. 1 , provide the date 
of the grant, the amount of the grant, the alleged purpose of the grant, the activities 
on which the grant funds were actually expended, and whether the grant was agreed 
upon as part of an overall drug purchasing contract. 

3. State whether USON(or any of its corporate predecessors, including but not limited 
to Texas Oncology and America Oncology Resources) has ever had any contractual 
arrangement with any pharmaceutical manufacturing company for the purchase of 
pharmaceuticals that also required or included as a provision of the contract the 
provision of any grants or sponsorships of any kind by the pharmaceutical company 
to USON or any of its corporate predecessors. If so, please provide a copy of each 
such contract. 

4. Describe the methodology employed by Ernst & Young in calculating the cost of 
pharmaceutical purchases by USON. including whether the auditors accounted for 
such grants, sponsorships, rebates, free goods or other off-invoice discounts in 
determining such costs. 

If you have any questions about the above request, please contact Mr. Mark Paoletta, 
Committee Chief Counsel for Oversight and Investigations, at (202) 225-2927. Thank you 
for your prompt reply to these requests. 


Sincerely, . - j 

— 

James Greenwood. Chairman 
Subcommittee on Oversight and 
Investigations 

cc: The Honorable W.J. “Billy" Tauzin, Chairman 

The Honorable John D. Dingell, Ranking Member 
The Honorable Peter Deutsch, Ranking Member 
Subcommittee on Oversight and Investigations 
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(LOUISIANA) 

1 Examples of Excessive Reimbursements for 
Pharmaceuticals by Louisiana Medicaid Pharmacy- 
Program 

2 State-to-State Price comparison of Bristol-Myers 
Cefadroxil 

3 02-07-2001 WSJ Article: “Facing an Impending Budget Crunch. 

States Seek to Curb Medicaid Costs" 
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Methodology Revision for Payment of Drugs and 
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Texas Department of Health 
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ESTIMATES OF PROFITS FROM THESE 
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Christopher Cheney 


08/07/97 01:15 PM 


Bayer® 

Pharmaceutical Division 


To: Brian ShoneU/WESTH/PH/US/3AYER 

ce: 

Subject: Re: Recombinate AWP Change 


FYI ... It looks like if the reoorts are true we will need to follow suit. 

- -orv**roee 6v Christopher Chen«Y'BAYER-US-NOTE5 on 08/07/97 01:13 PM ~ 


b 


David Mahoney 


00/07/97 12:19 PM 


To: Christopher Cheney/BAYcR-US-NOTES 

cc: 

Subject: Re: Recombinate AWP Change 


Chris, if Baxter has increased their AWP then we must do the same. Many of the Homecare 
companies are paid based dn a discdunt from AWP. If we are lowed than Baxter then the return 
will be lower to tne HHC. It is a very simple process to increase our AWP. and can be done 
overnight. Lets talk about this next week at our meeting in Old Saybrook. 

08/06/97 06:35 AM 

Christopher Cheney 


Bayer 


08/06/97 06:35 AM 


Pharmaceutical Division 


To: Brian Shortelt/WESTH/PHAJS/BAYER 

cc: Carole Guthrie/WESTH/PH/US/BAYER. David Mahoney/BAYER-US-NOTES. Terry 

Tenbrunsel/BAYER-US-NOTES 
Subject: Recombinate AWP Change 

Carole reports that a rep has heard that Baxter recently increased the AWP for Recombinate from 
$1.18 to $1 .24. Do we have any means for verifying this information? Secondly if the info is 
correct would it be possible for us to match their increase? Would you be able to comment on the 
pro’s and con’s of a change to our AWP? 

Call me when you get a chance. 
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Pam Pozdla 
Rick Sluder 

From: Nancy Pekarek 

Date: 10/25/94 

Subject: Issue considerations on Zofran pricing strategies 


Attached is a draft outlining the issues we discussed yesterday regarding Zofran pricing 
strategies Please review ter further discussion this afternoon. 
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Zofran pricing recommendation considerations 


If Glaxo chooses to increase the NWP and AWP for Zcffan in order to increase the 
amount of Medicaid reimbursement for cimical oncology practices, we must prepare for 
the potential of a negative reaction mom a number of quarters. Some Likely responses: 

1 ) Press: Giaxo's health care reform messages stressed the importance of allowing the 
marketplace to moderate prices. On the surface, it seems that in response to the 
entrance of a competitor in the market, Glaxo has actually raised its price on 
Zofran — perhaps twice in one year. How do we explain that price increase on a 
drug that is already been cited in the press as one of, if not the most expensive 
drug on the hospital formulary? 

If we choose to explain the price increase by explaining the pricing strategy, which 
we have not done before, then we risk further charges that we are cost shifting to 
government in an attempt to retain market share. 

2) Congress: Congress has paid a good deal of attention to pharmaceutical industry 
pricing praoices and is likely to continue doing so in the next session. How do we 
explain to Congress an 8% increase in the NWP between January and November 
of 1994, if this policy is implemented this year? How do we explain a single 9% 
increase in the AWT? What arguments can we make to explain to congressional 
watchdogs that we are cost-shifting at the expense of government? How will this 
new paring structure compare with costs in other countries? 

3) Private insurers, out-of-pocket payers: These groups, and perhaps others, are 
likely to incur greater costs as a result of this pricing strategy,. How will they be 
affected? What response do we have for them? 


Other questions to consider: 

1 . What percentage of our Zofran business in the clinical setting is subject to Medicaid 
reimbursements? If thri proportion of the business is relatively small, why implement such 
a sweeping policy? Have we considered and tried other options for retaining market share 
short of a pricing strategy that will be seen as an exhorbitant increase? 

2. Both before and after the entrance of Kytril on the market Giaxo’s public position has 
been that the company would not compete on the basis of price, but rather continue to 
reinforce the message that Zofran provides therapeutic value in the marketplace. If we do 
try to explain the pricing rationale, we seem to be doing an about face. What does this say 
about the stability of our product, and the future of a company that has taken the public 
position that our future depends on the strength of newer products like Zofran? 
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3. How will SKB respond to Glaxo s new pricing policy 0 Are we igniting a price war 0 If 
SKB lowers their price again, how do we respond 0 

4. What kind of response can we expea from consumer advocates 7 How does Glaxo 
respond to those advocates 7 

5. How do we respond to critics' charges that this policy proves that the pharmaceutical 
companies are unfairly discriminating against independent pharmacists by offering 
discounts to different classes of trade as well as other issues in that debate? 

6. Do we have plans to use this same strategy with regard to other Glaxo products? 

7. Does this pricing policy, and similar policies implemented by other companies, provide 
evidence to reform advocates who support the establishment of government price review 
boards 7 Is the industry helping to moderate health care costs when it implements policies 
that increase the cost of pharmaceuticals to government? 
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January 10. 5 995 the price of Zotrun has been reduced by most 
distributors to SI 61 .00. We expect tins price to be available for 
the next three or four weeks and we don’t expect that the price will 
afterwards increase considerably. 
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Mareh 12. !«€ 


5<3b Bos* 

Kfuii Special pTDjcra 
ScifthKluM Be*ch*a Fbara: aeuucalt 
Oaa Pnaklia K»ia 
P.O.&st 7929 
FhBadetpAis. PA. JS131-752J 

Dear Boa: 


HealtiiIQ 

75C TKt Cl'; Dwvx SLTTI tiff 
OfcV-CL CA«668-4940 
TELETHON 714.730.4474 
900966.4474 

?AG&tni7K73C-&51ff 
LsTHtNET LNK75HL\lJKC.C0^ 



Tluacyou tor scading the an rm»n it regardisf CUjs's sc*' p ndrg ttraegy. I liadexseand y war faucaf 
»m Ear HialtmIQ s follow- y anr rcccsc. sod highly tfecsr**. oonrapradoac* tc t be Medicare Pm B 
MaUcxI Ciream nvh tn 'jp-ijir rested ling G U ao’s .—e x *, strain (9 'mu’ tbs Medicare nn (SL 
Hawwe. vs swJlcv* ms ww i* 1 be e SaJ»t£XUr<* 5«seftam's m aaw, for foe Ebilomajf reams*: 

! ivUdlouT ff r glpulata *>» mm^r wTT»«^ f*T ptn rai; r .u iajj Tl*0I 

be bued ©a ■; tie \<nm aE »e sees; charge. the average wholesale pncei (AWF) for the gsicte Sana 
tn’ the drug, or ia the car.: of tnuicpt* soores drugs. foe fpnrtlm stf all foe gca cn c AWP* or &a 
taimti* ti *rae! teqa.ierfaa own Although BCTA haa aoc uaflUsaeated x tysaat to taomtor 
actual acqvasfoTjB con. md cu inratly 'o*ftn~ sc a. 'AT, theta have tea. sad cocfcrre* tt s*. amour 
diarj&oa rejaruiiig ±u rueaer. 


I A recai report rtietsedUy cfw Department of Health and Kimsu Severe Cfflcs of the lajpecsnr 
C«w«ril. which focmd ^eciScally oa Medicare psyraea: m gh od ol cpa far three pcraerrptico drugs 
uid by nrhulbff i\» i v n rv scoclvelcd ' v* f ccel ansa to the Mnhcsre 8'ineraja wold 

rexult frna aapLe,*n«ka.‘jig arw reinbsremcat mcfocjooiojpes. for example, drag ittm* progjanu, 
discounts off AWT. of * , <i*eitsi rojenebteatss" - basing paymiar of drugs on the ejusatiei 


3. Tn ycttdng with Or n rrM f Shgtdin. Medical Director Ecr South Carollce. he badfarzd 

Medicare tud as tateeaua of men thas com. Ai a itailt this eerier trill raqairt attaduacts 
bi u* tffvoia wuh ero 7 > tlarnt ruhauced for Zcfria pre-Alled beg. HzaLtkIQ will anrurofl tt 
follow-^ wsth other Mifttcal Dinrtert to d etenmne their policy reprdiag thil laaue. sad prcvtde 
SauUJGiaa BewAca v :i a susaaaxy oE our g id.ir. c. 


4. From the aoggaHaieaogaircavad to date, the kaef sakcuCad by PhyBoao Hcmecara Aasxa u ea. 
inf ORcaafoty vnea ia behai/ of physioc* wfo other beaJthcara prondcrv ipp«»rod tob* gr«*tiy 
syjpmrited by the Mediual Dircssoru A fellow-up Iran apprising Medkart of an iacrea* a 
OlAjra'6 A'AT and a ?rc«fcrod ducouiu u> psueoajers (which »txi>d $ocm to beaefii provkdMi). uughl 
appear “pextiiar' and prwrtpt cuesuou si to fos *Vu«* tdeemy of Pbrncun Httmccaru Auoeusor 

As a n-piit a' the iuuea raitttsh«r«, HeaITkIQ b crssccraol thai hiphlipbisc the differrooc berexen tha 
ccx^uaxoFi cod ted d>» Tubtubad AW? may ace only iacrajc idcJco to Glaxo'] pnnsg 
nn n.ru bus may pnmdfi ths inertia far HC5A » unp^emeoi a lystern t hx ecxsld impart »X ooiy 
rttusfoanonejtt oL *. but all phaniucxaacai sod bidopcai prodnai The nmifisaacat ccxiid 

extend weU paa Modicarr to ixlude Medicaid progmra itltfl l Ar i iti cerad hr HCFA) u vdl U pm«e 
payors (who arid fo hii.su p Jur.es and proceduiei unpieoeaicd by public payers). 


Therefore. HLuATH IQ frrlx u Bfcoid be b^ ooe ® pvooa chi* s*t« with tha VUdicare Part B Medical 
Dlftktw<a 


Bob, ple»e \ex axr kaa w ycurihcxtgha. 

Best rogardi. 

' 1 

-noEfi 

Scaio* VloePntetei 
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AWP and WAC Prices 

Price Strategy 

• Prices are low enough to claim “bragging 
rights' 1 without initiating a market-destabilizing 
price war 

• AWP is high enough to provide an attractive 
reimbursement margin for custpmers 

• Moderate list price advantage disguises true 
customer acquisition cost advantage 
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CJ ABBOTT 

Alternate Site 
Product Sales 



High Tech Products for Alternate Stte and Home Health Care 


March 10, 1094 


Mr. Rudy Ciccarello 
Ronda Infusion 
1053 Progress Court 
Palm Hartxw, FL 34*83 



Dear Rudy: 

I have recently accepted the position of Manager, Distributor Relations. Jeff Hamlin 
has accepted a position as one of our hospital based district managers in Raleigh, 

North Carolina. As part of the transition l found that we had not yet notified you of 
some pnca/pcoduct adjustments that were recently made to your agreement with us. 

The first three pages, identified as Florida Infusion Price Change* indicate the products 
in which prices were changed and thwr new contract price. Favorable factory costs in 
1994 have lead the way for these price reductions! These products have been 
included in the comprehensive price list that has also been enclosed. These changes 
were effective February 25, 1994, we apologize for the delay in communicating this 
information to you. 

I look forward to meeting with you in the near future, before then, if there are any 
questions or concerns that i can assist you with, please do not hesitate to call (708) 
937-5916. 


Sincerely. 

Clifford J. Krajewski 
National Account Manager 


}ne Abbott Park Road 


Abbott Park. II 60064 
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May 26J 


1994 


TO: 


Field Sales Force 
District Managers 


CC: j Cindy Dawson 

i Mike Dorr 

j Phil EUiott 

Cliff Kriyeweki 
Karla Kreklow 
Debbie Lcngley 
Mary Beth Manso 
Chria Snead 
1 Dennis Walker 


RE: Current Red Book AWP't 


U, you ■ wore on at the beginning of April. Abbott toot .list pn.ce increase 
TOo Ji. btt an effort on our AWP (Aver.*. Wholesale Rnce) which Red Boos quotes foe 
reimbursement purpose.. Therefore. Mia Hegne wee able to get Red Boot to send a luting 
of the Oew' AWP" s for ALL of our product!, which will be effective through net. April. 1 
hope chjs information is helpful end if you have any qve.eone, please feei free to contact ms. 


T 


Steve &pperman 


a0 TOO6333 

Confidential 

AB0019135 
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f. Emergency Information r 

a Clinical Reference Cu^e 
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»WP. Wifliesilt Pns» 

40C: Njhcra Drug Co« 


PROD/MPR: 


PRODUCT f5cW. uSMf cat* i . 

hmufaCTuK* [Sou. UD(*'.1 

»wn tui! 

SUP: SugQMtM flWtt »nd [It *v»| 

OP: Dina Price ttf MiHSioi ! 

3 OH) 

Oft: Orjugf 6oo* CCS* {Drue SaufrtiePC*! 

r«i|*«t 



t rjp. Tfom§ »o<««i tnn-im-n 

sy*.;b£D/che(i»y»i_»vo») 


Makes ti ieuapy a snap 

twww+to**- 


I? *4 S5 

'Mint. HUMin-n jug 

. '-oat ii .. W7n-»»»-*i u?s 


100«u 

! VMIBOl |QM rum) 

;n«n<n 

'D0> H 

*0 (ItMUlil 

1 *PC. IWSM. iRMI) 

I »0» 


i HI safe u XUSi SUS-ll 

VAHEX-l* Ituu) 


"‘A 165 mj »jj» w 

-.mn«iSn^ 

iew . 

(ffinit] 

f *P J« up IOC* •> 
Dlilift.) 

UP. ISCrog 100* H 

(M«*r»,N.l.| 

■>p iscrrcrii 

JSO rip I0Ct II 

, isorxii) 

i 353 mj. IOO* u 

! S’p ME no/sm. 


ICIJI-nw-tu |c.« 

MIMIUMI }:• 


vaNCERU. 

u; M>*»ncm sijfcn** 

»RC f'M*>UA) 

11.1 PTl . «{ 

j yaxcociN xci jnt»i 


III. !» nc X* *■ •IMMIlI-r J3.3I V JO 
] IOOi.i IPOH JIU-K IS! 7% l». JO 

! 10O>lluC IMIHIIHS 1*7.7} 134 00 

I Jf'O^s. 101.1 . 0*00t-9«1*-«1 UU S3 00 

•OCIM. .. M05SJI1I-K 302.40 252 00 

!0fil«»UO . MMt-HII-H 303 90 25500 

VARICELLA 20STCR IMMUKC CLOIULIN (Im.R.C 


|P»np»0 

; C»P.2»(»o i«»M 

ICy.MnH) 

UP 7W-!# lOJtu 
$»*.?« A* 


• *31. 450 /ip !}jt» IllUfU H SSI' t 
'• OW. » 41 mts-3iil-1j I'll} 2 

S «*.•• ISTIi-JUM 55 »« < 

*31. IMPJOP WAi-IMRMj 

, tfOC"*. Oooa M*7*jun-01 2WAS 

i <»50V»IIT*CEvlUSr»Hf) 

SOC mg 1 0l ll W1MRU1 xti J1 
:niPTOPv.* v .rt».i.«j 


rSENOKOT 


1 'p«e<iu.rsc stTR/ifi 

.Jjmj, \ KOH'OSOt II 127 05 l> 

xi ) 

3 »c>. soc ma w» W nux-ntto m •» i«.ja *.* 
A* a '..ox- . INK 7)114$ 3?iBW0.1*A» 


Laxatives I 


lima «n 

f'ijRO-je P«?eUt»if. 


When the R x May Constipate \ 
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Ur. ro ilOftORi 

Wn 'CUM 

JVH.ro (CMEMT) 

»«««« i>. 


vi««n {an r»»>») 

IWftrlnoMu 
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TRACE MYEw CO.VC. lOMt U'BOX 

T*ANsrt( EXTiti mtcs mm; 

HaWMIETaM IXiOY 12WR Mil ... __ 

UN$K*ETAf£ 3*10Y bK» 1521. 

iRanspoietam jxwv "sox is;? 

TRECATOS-SC 255MG TAVltTS iRVft ’L - 

T2JAMCIKOLOME ACCTOMOi 40MOW. ML MD' 

TR10IOPHYTON WIN T£>7 l/Suw tut v»/L 

TUBERCULIN ffD tlWCTEST «•* .. 

7DBERSOL 5 TV. 10 TEST i ML 

TUBERSOL 5 U'.» TEST 5«L — 

TUBEX BHECTO* J— 

tyiews. extra strength catlets qxmt ... 

miNOL EXTRA STUMOR CaHETS I Mil _ 

TYLENOL LIOOIO EXTRA-STRENGTH Ktt 

UNASYN I.JOW VtAL lu*DX _.L. 

UKASYN 3.0CU VIAL 10/BOX .. J 

WASH* LOOM VIAL aOVakTAGX IMIOX .. 
UV0fRI>AOS.»iS*CSABlE ITS X 2i MGCS ... .. 
LUn-SOLVE ADHESIVE REMOVE R W1KS iMKtX 

URACYL MUSTARD IMG CAK 1»WL 

URETHRAL am. TlAY '* w t*fR CATU. 4 

VaCL’TAINER LUES AOARTE* MS ISO’S gDTJfc . 
VACUTAlHtR HIM ADAPTER S/5 IW» *>51! 1 .... 
VaCVT AIHER, BUS. TO* < JML ItsCS 8D&1S 
VACOTaINIR. LiXUiCTlON SET JO'S Bfl’iSl ... 
VaOJTAihi'R, COLLECTION SET M S 8072S5 . 
v ac.vtamlk. collection set sirs 331 : 55 .. .. 

V AtVT AiNE *. GREEN ISML ID'S R04«r 

VaCUTaINES.NEEDU 31X1 100-5 BDtti3 

VACUTAWH. NEEDLE 33X1 l»$ 8D71IO 

VACVTAlWEJl,fl*M,R JML WO'S Q0*3U 

VATUTAI'in.niSPIf TuL mo'C tUXijO 

VACVTAINER.REOSSTOJML lOO-S BDaZic 
VM ruTAIHfit.MDTOMOML ISO'S E&f*l ..... 
VAUVM |0MO TABLETS 100 5 C* 

valium iomO-jml syringe i a box p 

VAUUM SMG'ML I OML MOV C* 

VANCOMYCIN lUBOMV VIAL..,. 

VANCOMYCIN lOKAM a 00- V Ayr ACE U'BOX 


IS u.« 


VANCOMYCIN 5000 MG VUL 

vaMCGUYCJN 500MC VIAL 

VASEt IKE GAUZE J X? SJ‘S 

VELBAK !«MG VIAL UU.Y - 

VEVIMJASD.1.V, DRESSING «!CS**1! 10D8X .... 

VEN1-G ARD. IV. 5SESS1NG «JCM I J1 JJiBX 

VEKTOUN SOLUTION iNHAlAKT 30KL 

VERES 10 fVM« lOOMO vial 

V£KSID(V».i«I»mO’JML VUL _ . . 

vjfESlO fVM*) IC&AM VUL I 

VEEESID (Vf .10) JOC’MC VIAL __ 

VEfEJID 50M0 Caps art 

VERARAMILJMLSDV 5.BOX 

VERSED i MQXL I0UL VJal IMOX Co ..... 

VEME0IM5IML JML VIAL 1SBDX C* ..... . 

v£MEO IMOIML SML VIaL IB-BCX C« ...... 

versed imgaal iewt vial uvsox c* 

VERSED JMG-’ML IML VUi I4B0X C« - „ 

VERSED JMfllML JML VIAL HffiOX C* 

VERSED 5MCJIWL JML VlAl IWBOX C* 

VESTAL LOTION SOAP CUA8T 

videj iddIi ,xmg tablets »4>«l 

VINBLASTINE UCXJ1D MOV tOMG 

VINBLASTINE LYOTIL POWDER 1SMO VIAL 

VINSI.A CTINI powom l»Mf. VI AL CETLIS 

VINCASA* (VINCRlSTIMEl IMG VIAL 

vinCASaR rVJKC£3TN£l JMC VIAL 

VINCRISTINE SOLUTION :MO V]Al 

VINCRISTINE SCLUTlON JMG VIaL 

VI STAHL 3 JMC.ML 10ML MOV 

VIST ARIL XMOMl IUML MOV 

V1TB COMPLEX WITH C A 8IJ tflMt MDV 

WHOM 55MG.5ML AMPULE 

WALRMEO JJO PUMP WBATTERY. BELT * POUCH... 

WARM (,6L PACK 6 * « «OCaSE 

VC U. flinty N I MUG TABS IOOBTL.. 

WYC1LUN I.’Of.OOOU TU6EX IW1ML 

VYC11LIN 3.WOOOOUSYRIVOE ISX4ML 

wvaum wc »jy TUBtx i ax I ML ... 

VYOASC SOLUTION 1J6USP I ML VIAL 


Jt.Jt * mOCAINE 6 5S »MI wnv 

. * 3® * XYLDCALNE 1% 1DCC MP« '/BOX 

3» » m&CAIKE IH IOML SDV J’S .... 

33.49 • XTUX>mE IH 25ML MOV .... .... 

«» XYHiTAlNFiniMLAHPTJUS l U'BOX ... 

17 « XYLOCaWE IS itUt MDV 

i0.» * XYLOCAWE IS ICC VIALS I U’BOX 

33 SS ’ XYUJCAJNE IS AMPUL* JML IO.BOX 

70I« • XVliX-AWEjmML AMPULES ia-BOX ... 

71 K • XVtflCAWE 2S WML MDV 

53.se * XYTOCAn.llSIEUYJOGMTVBE 

K I3 * XYLOCAfNE AS TOPICAL SOLUTION SOML — 

3 At • YYUXAfVE IN! AMPULE IH5ML 

45 Jfc * XYLOCADIE IHi 0 5% JCML SDV 

51.61 * mOCAINE VISCOUS 3S tdOMl 

II « • CaMOSAR ISTRSPTOZOCIKi 1CW VlAl 

SI.IJ ■ ZAHTAC I JOVK TABLETS lOOiOTl 

V. K * 2A.NTAC I V WMaaML SDV HVBOX 

* i Zantac pre-uix ilm&Wml muca« 

«.’S • I ZINACIJ IJOMVIAL J5«OX 

II. II : ZIKACElTiGMSULXfACX NBOX 

1J I? • : ZINACIf 7MMGVIAI 35BC1X .... 

li« * ! ZOJRAN AMU TA BUTS 

*.» • j <MC Ta II LETS 30.STL 

I04C • ; ZOFRANJMG TABLETS 3BK 

. JJO * ZOfRAN IMG TABLETS 14'BTL . . 

13.11' * HOP RAN INJECTION JMG«ML JOML MDV 

*.<f- • 2GPSL4N INJECTION IML V\AC i/MX 

HOC * 2CUDEX 5 AMO SYRINGE 

1! 15 • ZtAAS TAPE 1 X 18 YARDS 1)30X510* ..... 

I’.73 * ZONASTAft J X 10 YARDS MJOX J10{ ...... 

10.31 JONAS TAPE 3 X to YARDS tJBOX JJ07 .... 

3S.1J • ZOSTRl* CREAM «GUM TUBS 

M«i 20SYN3J7JGMV1AL KVBOX— 

«« ItOSYV « 5GM VUL ICUWX 

« 3C • ZOVIRAX JOOMG PPSlIIP.t 1WV8TI. ..... 

*3*3 • ZOVIRAX *OOMGTA«IPTS IWBTt 

9d.it • ZOVIRAX JOOMiVlOML VIAL 14B0X_ 

is.*j • zflviMx ieoMG tablets itwn...... 

lit * ZOVIRAX OINTMENT Jt*J9CM7U8C 


TERMS 

Nti JO Tram dsie of invoice < vcrduc b*)>nect u-ill be attested i monthly 
t.S% service f.n»nf< cluige. Oidett sliced before 3:00 p m. E-S.T. will be 
proecwedibe same day Older for J 1 00 of mort ar* s3upp*d praps id, Order) 
of iwj than S30 will be utnte I « JS.UO Ktndling and shipping charge. All 
b»elc order* are shipped freight ritpaid Customer* requesting special order 
handling will be billed the at ntai expense, unleu special eiicunsstanceo 
prevail o* Florida Inhuion Sere cci it io error. 


FREICHT 

Dnig ahipmenu ouittde of the t ale of Florida u« shipped freight ptepaid via 
UPS neat-day ait service. Me< /rai supplies are shipped freight prepaid via 
UPS Ground for delivery betw- en 2 - 5 dayt. Items requiring refrigeration 
dvirihg shipment “ill be shipp <5 freight prepaid UPS next-day a it seme* 
Monday through Thursday. 

PRJCE5 

Prices art subject in change r.thnut notiee. We will atiempt io noSfy 
cusiomen of puce changes in a 1 vancc, when poesiblc. We will b= happy to 
quote, upon request, current pri « tr the time of the order. 

DAMAGES 

If goesds amve m s 6m*en or tl magetl condition, the receiving pvty should 
request the cemet V> ne« Use n* ore of the iknsuge or breiskage un the delivery 
receipt »n<S should noofy f londjj Infuaioo Servicrt. Ourmpantlbility for lost 
of. damage to. or J«l»yit rhiprrintofgood* shall noc in any event, exceed the 
replacement cost of the ihipfneijt. 


R£T UEU* GOODS POLICY 

AU reams, must be authoriicJ by Florida Infusion Services. A return Goods 
Auihonutiou Form wll be mailed for all approved returns, t copy of which 
mu« aceompany the rerjmed gc>ods. Florida Infuninn Service* wilt accept 
the following return*. 

iumi Shipped U E rr»r. 

Pull credit. We will refund freight expenses, 

Overstock Item*. 

A 10SC proeereing fee will be applied. Dated product* must be 
received with at least 4 month* thelflife. Products must be 
shipped prepaid- To comply with the UrogMarietmjt Prescription 
Ai\ all I renu returned for wstoclr mint be guarunwi to have 
been mored under saruUry condition* and within the appropriate 
temperature and humidity requirement*. 

Returstd Items. * 

Outdated goods must be refumed within 6 months after the 
expitanon date. A 15% procetung fae will b* applied K> the 
amount of credit obtained by the manufacturer. 

Nua-RcXuraalair Merchandlae. 
t Refrigerated producu. 

fc. Expired preduct* retained for more than 6 hvonihJ pan 
the date of expiration 

e. Jtemi not returnable to the original manufacturer. 


1 

Floridl|nt 


.yKUPAVAmDEuvEBv 
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2 GREAT WAYS TO SAVE P"" 

Tht fi rst will save you money, the second saves you time... 

1. REDUCED PRICES 


Floridalnfjsioh, continuing in its role as the price leader in the del ivery of phmnaceu- 
ticais and supplies to the Oncology Practitioner, is pleased to announce, ••uhtiiTurtlier 
notice, lower prices on the following drugs: . . , - 


j 20FRAN 2mg/mL 

...20mL 




, W«2 5!?i^r v ' ' 

KYJTRIL 



] FUpDARA 


s 152°°/vi3i 

ADfRIAMYCIN PFS 



DOXORUBICIN solution 

200mg 

- ■ 

DOXORUBICIN powder 

.. 5Gmg 


MITOMYCIN 


. . - Vl^&isk' 

i MITOMYCIN 

. 20mL 

- 



- . , S 19J M /v:ai ■; 


.... 5mL 

5~$!j Solcpak 

500mg 



LEiUCOVORIN 

lOOmg 


i j 



E. AUTDIVIATIC FAX ORDER SYSTEM 


To provide you greater convenience, and to save you time and money, we would like to invite you 
to place your orders via fax using our 800 line. Of course your account manager or customer service 
representative is! still available to assist you at any time.'Tuke advantage of the following important 
benefits: j r 

• Provides a permanent record of your order, 

• Fax at your convenience, anytime nightoEday. 

• /Tut and copy the standard forms ob pagS? & 8. 
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amroagius*. 


PRICE I3jggg 




VAWOCiS ICIUM ULlV uas^ 

'vanccmycn 

VANCOitYCiH tOfcAM aQIVVAVTaCL 

VaXCOMVCK v;*L 

iVAVCOMYCN same viAL 

V»UVAX JML SOV (SHK*£> fOX) . ,. 
VAMVA* SWl 50M tCMOtEV MIC) I 
v£Uah i 5 mo vial Lilly ....... 

i VSNTOLW SOICTJW NHALANt JOMl 1. 

;vr»Ksro<v»-Hi«».(c vux 

YE»tS[0(V*-U| rCJ-sM VIaL }. 

iMMC T.IMl VtAl .... 
VgfCS13«V»..S) !00M<i VIAL 

veksis »MC Cam l*‘i 

VMUHUU. jwi, IDV 1BCX 

VEJ-.itO IwC'ML lUMt vial I a 1 60* 

! •'LUStO IS&Ml }ML VfAL )i»60X fc 
iVlRSIO WCWLJML'VUL ICBC) 

I V£«fD SU&ML 1UML VIAL NV80 
i vuutu JMILML im YUL tolUJK 
I'.TXSSDJKC'MLIMIVUL IMW.V 
I vfc«io JHUAIL JULVIAL IS'HOX t 

S VESTAL LOTHM SOW QUWtT.. ....... 

1 vi MX f»& 1«MG TAUfTS coin 

ivnnusift«uown> uov iolc ... 

! VlN*LA5Ii*S LYOfH Kl«D« iOM* Vi 


VlvCUJTlNf SOLUTION iWSVuL 

VWCtKTJWE SOLUTION IMG VUl 

VHTaJOL DN&HL JfiMi U&V 

VBTAJUL KMCHC. jOKL L©V _ 

vrt » comjljx mmc * sis umlmov ... 

VUMCN WWOrSHL AMTSlU— 


VALKMCD ME WV» V/lATTWY. Bar * MUCH . I 

waiaunw laws t*m ikvbu 

VttiUJK UOt.MU 1WSX iCXtUL 

VYCflilU ZABMMU IVtiWlE I6XJUL 

vYtam m.wxv&tx bximl 

vrt>A$i seiunw isausr-.Mt vul 

xanax i sue tablets ilobottle c« 

mOCANS6.J1AKiNI.MOV 

mOCANl lli IGCCWDV J/BOX 

mOCAWI IH ICNL ‘DV » * 

XHOCAWl IS KUl KOV_ 

mOCACVi IM SCMt MOV 

XYLOCANt IM !CT VIALS 1C.-60J 


iCrtlOX--. 


X YLOCAWt IM JELLY JOOM TMtt 

XYlOCAWf AM70HCAL JOLUnoK JOMl ... 

mOCAWl NJ. 0.i% iSUU. SftV 

m oc awj viscous i mu 

IANOLM {STkOTOiOCiNj |G« VLC 


*: 1*MTAC [V, 5UMC.SHLS0V lOiftOI 

*; ZANTAC JV JONGGHi M*L NOV .„„... 

*• JaVTaCKE-MU'SOMC^MI U*CASF. . 

*1 IfNAOT UCWVUL SSAOX 

■ Z.’VACL* 7. SOU BULK fAd IW* 

*i ZINaCTTTKMCVIai if . -box 

I ZINECaASZJUMOVIAL 

ZWKA*n«OMCVlH..,.^ 

*1 ZOf*A> <MV TAJ1LLTS War. 

*j K)»AN««TAKiTSW* ... 

*1 iOFlAS IM4 TAaTTS JMTL ... 

• I ZOJiA* IMO TAiLTIS Vrt. 

• ZCHT>>-' INnniQX INiLVL :SUL WBV 

znmv niictiov jml vial wwa 

• IWLaX IWNtXIO JINC'JOm Mi A<S 

ZOLA OF* J «MC SYXWGE 

jamax oilan hoium tube 

ZOSTWX hACSLSAM 50T7USE 

• ZOSW J J3SCM VlAl SWBOX 

ZOSTVASOv VIAL IMOX™ 

ZOVIAaJC I9KSMC VIAL I JVJOX 

ZOVIJUX 201'MG C.SM11E5 IWVBtl 

?0vm\ «XMC TABLETS ica-su 

ZOVIBAX JOCNCilJML VIAL IM10Y 

ZOVIRAX MONO TAatETS lOftDTL 

• 20VUUX OLVTWi.'fT 5M SGM TUBE 




TERMS & CONDITION 


TERMS 
N«c 30 from date of in void 
bt processed the same day| 


Overdue balance* will be uststed a monthly 1 .5% service finance charge. Orders pUccd before 3.00 p.m E.S.T. will 
Orders for S 100 cr more are shipped prepaid Orders of less than S30 will be assessed a SS.OO handling end shipping 


charge. All back orders ai fc shipped freight prepaid- Customers requesting special order handling will be billed the actual expense, unless special 


lorda Infusion Services is in error. 


« nutiiy LUAiuir.tr> of price changes in advance, wlmn possible. We will be happy to 


circumstances prevail or H 
FREIGHT 

Drug shipments outride of (he state of Florida are shipped freight prepaid via UPS nest-day air service Medical supplies are shipped freight prepaid 
via UPS Ground for deli vc^’ bcfi»etn 2 - 5 days. Items requiring refrigeration during shipment will be shipped height prepaid UPS Red label Monday 
through Thursday. 1 
PRICES 

Pnces are kubjcct to chungt without octree. W« will attempt u. 
quote, upon request, currant prices at tl>e ume of Utc order. 

DAMAGES 

If goods arrive in a brv>Ver.|or damaged condition, the receiving party should request the carrier ic note the nature of die damage or breakage on the 
delivery receipt and should notify Florida infusion Services. Our responsibility for loss of, damage to. or delay in shipment of goods shall not, sr 
any evert, exceed the replacement cost of the shipment. 

RETURN GOODS POLICE 

All return* mu»t be authored by Florida Infusion Services. A return Goods Authorization Font, will be mailed for all approved returns, a copy of 
which must accompany thi rerumed goods. Florida Infusion Service* will accept the following rerumi: 

ITEMS SHIPPED IN ERROR 
Full credit. We will reftin^ freight expanses. 

OVERSTOCK ITEMS j , 

A 10% processing fee will Se applied. Dared product* mutt be received with tt leased momhc sfreiflife. Proourr.r mtut be shipped prepaid. To comply 
with the Drug Marketing Pi escnpv.on Act, all items returned for restock must t>c guaranteed to have been stored under sanitary conditions and within 
the appropriate remperaturs and humidity tequiremena. 

RETURNED ITEMS v 

Outdated goods must be returned wuhm 6 months after the expiration datt. A 15% processing fee will bt applied to the amount of credit obtained 
by the manufacturer 
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CONFl DEJJTlKL— 

-Bwctee_ use. cnui 


Kwlp - "PoiNTSiTo £Os!SICsE^— 


y\ 

CTS/OHS 50% Recombinate and 70% 
Hemofii M 

homecare companies make significantly 
greater margins 

our customers do not have to pass on 
the cost to patients 
be prepared for competitor reaction 
unfortunate timing of recent recalls 


•Caremark and Olsten comonse greater than 50% of our sales revenue 
and total unit saies for Recomoinate and greater than 70% of our sales 
revenue and total unit saies for Hemofii M (1995 and 1997 YTD) 
•Increasing AWPs was a large part of our negotiations with the targe 
homecare companies 

•Homecare companies that reimburse based on AWP make a 
significantly larger margin okn FVIII products compared to Baxter 
eg. If Caremark or Olsten reimourse attcaay s AWP. their margins are 
greater than fifty cents per unit for Recomoinate and greater than forty 
cents per unit for Hemofii M 

•Our customers do not have to pass on the increase in AWPs to 
patients by reimbursing at these levels 

•We need to be prepared for comoetitors to alarm the hemophilia 
community that Baxter nas increased ASP ana AWP! 

•We need to stress that we witheid from increasing prices during 
product snortages in 1 596 ana now even thougn the prices increase 
seems untimely it is necessary anc has oeen postponed as long as 
possible 

•Baxter has been a feaaer m cost containment by keeping prices down * 
perhaps nomecare companies, treatment centers, and insurance 
comoames need to aisc ao their fair snare 


0003 153 
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Christopher Cheney 



08/07/97 01:15 PM 


Pharmaceutical Division 


To: Brian Sherrell/WESTH/PH/US/BAYER 

cc: 

Subject: Re: Recombinate AWP Change 


FYi ... It looks like if the reports are true we will need to follow suit. 

Forward ed Ov Christooner Cherwy/BAYER-US-NOTES on 08/07/97 01 :1 3 PM - 




David Mahoney 


08/07/97 12:19 PM 


To:, Christopher Cheney/8AYER-US-NOTES 
cc: 

Subject: Re: Recombinate AWP Change 


Chris, if Baxter has increased their AWP then we must do the same. Many of the Homecare 
companies are paid based on a discount from AWP. If we are lowed than Baxter then the return 
will be lower to tne HHC. It is a very simple process to increase our AWP, and can be done 
overnight. Lets talk about this. next week at our meeting in Old Saybrook. 

08/06/97 06:35 AM 


Christopher Cheney 


08/06/97 06:35 AM 


Pharmaceutical Division 


To: Brian Shorrell/WESTH/PHAJS/BAYER 

cc: Carole Guthrie/WESTH/PH/US/BAYEP. David Mahoney/BAYER-US-NOTES. Terry 

T enbrunsel/BAYER-U S-NOTES 
Subject: Recombinate AWP Change 

Carole reports that a rep has heard that Baxter recently increased the AWP for Recombinate from 
$1.18 to $1 .24. Dd we have any means for verifying this information? Secondly if the info is 
correct would it be possible for us to match their increase? Would you be able to comment on the 
pro's and con's of a change to our AWP? 

Call me when you get a chance. 


BAY003 1 


191 



SmnhKhne Beecham 

Pharmaceuticals 


MEMORANDUM 

Oncology and Specialty Product* Bu*uws* Ua it 


March 21. 2996 


TO; 

R. de Souza 

cc: M. Da \is 

R. Van Tmel 

FROM; 

D- Tasse 


RE: 

Kytril Price Increase 



I recommend a 4.8% pr.ee increase effective March 25, 19% for all Kvtni presentations. Thtt is 
in repose to a Glaxo Wellcome pnce increese of 4,8% for Zofrar. effective March 8, 1996. 

The following are the revised pnees for wholesalers and oncology distributors: 



FORM 

WAC 

AWP 

Wholesalers; 

Img/ ml vial 

139.17 

173.95 


lmg 2's tablet 

66.02 

82.55 


lmg 20's tablet 

660.24 

825.30 

Oncology 

Distributors: 

lmg/ mi Mai 

122.47 

173.95 


lmg 2's tablet 

62.72 

8135 


lmg 20's tablet 

627.23 

825.30 




SSCC 0743 
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alpha’ 

WBlAP&mC I CORPORATION 



INTEROFFICE CORRESPONDENCE 


TO: ATC Sales Force FROM: Christine Chow 

ATS Sales Force 

P. DeHart DATE: IS September, 1S96 

D. Flanaghan 

P, Gafto 

J. Gross 

G. Mull 

J. Brown 

RE: New AWP's 

Bayer increased the A WP for Gamimune® N T0% from ST5 pef-gram to $90 00 
per cram beginning August, 1 9S6. These increases were published in the August 
96 Update of the Red Book. NDC numbers were changed to reflect Bayer’s * 
corporate identity numbering system. Please see attached page from the Red 
Book. 

Alpha has increased our AWP for Venoglobulin®-S 5% and VenoglcbuIin®-S 
10%. Effective 16 September 1995, our published Red Book Price is: 

. QkLAfflE mutm E 

Venoalobulin-S 5% $76.15/ gram $ SO/ gram 

Vanoglobulin-S 10% $80/ gram $ 35/ gram 

These new prices have been submitted to the Red Book and MediSpan and can 
be used for out-patient billing purposes. Please feel free to call if you have 
additional questions. 


Very Best Regards, 


cc: Management Committee 

R. Mamidi 

S. Tonetta, Ph.D. 

G. Chan 

S. Wada 



AA 00060S 
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Baxter 

Ter. Pete O'Malley 



mufortlM Menwttncum-fcr Uu 0m * 

Date: June 1U 996 


cc; Larry Guihecn From: Kyle A. Bush 

" Man Likens 
John Sonnier 


Subject: aWT/WaC 

Attached is a memo fiom one of our customers voicing a concern about the reimbursement 
levels of Gamntagard S/D. Reimbursement for Gamma gard S/D in Florida is significantly 
lower than any of the other IGIVs. 


Reimbursement for IGIVs is based on either AWT (*/- a percentage depending on the state), 
or wholesale acquisition cost (WAC) *■ 8%. (WAC is used as the method of reimbursement in 
TX RI. MA, MD. FL, CO, AL). 


Waiter has provided us with WAC prices for several IGIVs.. 


| Ven S 10% 

| Ven 5 5% 

1 Gam N 10% 

i Gam F-IV 

1 Poly S/D 

i Gam S/D i 

1 371 .26 g 

1 567.76 

1 567.76 

\ S51.89 

I £51.62 

1 338.09 j 


This price is being promoted by cenain manufacturers sales force as a financial incentive to use 
their product The deliberate manipulation of AW? or WAC prices is a problem that we need to 
address. The spread between acquisition cost and AWP/WAC b direct profit for customers, and 
is being used to increase prodect positioning ia the market by certain manufacturers. 


fe !a 
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Baxter 



makz Mroiar'-ftifurHiaOw 


To: Sales Managers Date: August 6, 1997 

Biotech Sales 
Hemophilia Sales 

ce: Brad Bridges Pete O’Malley From: Kyle Bush 

LXunmngham Steve Finney 
Jim Post Judy Reuter 


Subject: AW? History 

Attached is a 1997 AWP history update for all IGIV products. Under die “1997 AW? column”, the 
BOLDED entries represent recent increases. 

We are very aware of the current AW? increases in the market place and the potential impact that coui 
have on alternate site sales for Gammagard S/D. We have a strategy to raise AWP’s for Hyland’s 
products and will proceed when the tuning is right. Specifically, we can increase AWP’s proportionat 
to the average ASP increase for a specific product line. Or, we can justify an AW? increase if our 
internal investments have increased; i.e. PCR testing, packaging improvements, HTV/HCV antigen 
testing, capacity improvements, etc... 

We increased the AW? for Gammagard S/D by 15% in October 1996. We will look at Gammagard S/1 
again in Q4 - 97 and see if the timing (criteria mentioned above has been met ) is right for another AWI 
increase. 


8823334 
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f* 6 ! 

To: ScoaHaviliad 

From: David Cory"”l>— "* 

Date: October 27, 1994 

Re: Zofran Pricing Recommendation 

The following Zofran pneing postooa incorporates comments made by members of die 
pricing team from die original pricing reoocitneodsnon- Chuck haa spoken to Jim Defy 
and plans to bring this recommendation to the pricing committee meeting on November 4, 
1994. 

Please let me know if you have any queations. 





OW4IG/8:00005 
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Market snare for Kytn! in the clinic segment far me week ending 9/30/94 we* 
36% of units. The cumulative penetration for Kytnl in the clinic segment for 
fiscal 94/95 is 29% {market research DDD). Although internal pricing studies 
orojectec that Kytril oanetration would not reach this level until 12 to TS-frtantfts 
following launch, tnis level of Kytril unit snare nas Seen consistent over a si* 
weak period. The clinic contribution to the C!E market is currently 35% or 
approximately $ 1 OOMM in available amiemetic dollars per year.i Tha Zofrpn 
pricing pian identifies 25% in cumulative Kytril unit saies as a tria oy p atfit at 
which time Glaxo Inc. would deliver a market resoonse 


Discussion 

Physiaan reimbursement for the administration of intravenous oncology drugs is 
based on tne spreaa between acpuisition cost and the AWP. The typical spread 
between the List Price and the AWP in the industry is either 16 2/3% or 20%. 
The majority of agents in the oncology market carry a 20% AWP. This allows 
tne oncologist to be compensated for the cost of trie intravenous drug 
administered as Medicare reimburses at 80% of the AWP. The administration of 
intravenous agents in the outpatient or clinic setting is slmost exclusive to the 
oncology practice. 

SKB's clinic promotion has been based on a therapeutic equivalency eamptign 
with significant reimbursement advantages in favor of Kytril. The current 
reimbursement spread favors Kytril at $18 80 per single-dose via: compared to 
Zofran at $-0.89 per 32mg dose per patient. 



Because Kytril is availaPle in a single doss presentation, the complete vial may 
be billed for reimbursement. Zofran, as a muiti-dose presentation, may only be 
billed on a milligram basis for the dose aommistered. Kytril carries a 20% 
spread between List Price and AWP compared to Zofran which carries a 16 
2/3% spread providing $KB with a significant advantage in the clinic setting with 
respect to reimoursement. 


GWNtI 


OW4IS/8:00006 
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Pharmaceutical companies were examinee wnich currency h#v« egents in the 
oncology class. The following examples illustrate trsat these agents carry a 2014 
AWP. 



In ortier to Salaries me reimbursement spread which currently exists between 
Zofran and me market in which it competes, one of the two scenarios which 
follow are recommended. 


flecwwne/tdafto/i #f 

• 4.5% price increase 

• Increase AWP 



3% Wholesaler $1 

Rebate SI 

(11/14/94- 1/31/95) . 


$187.02 tc $172.92 (chargeback) 
$172.32 to $167.31 (rebate) 



Kiri- iwn3 lai’' i7w iii*i „ “i.ii 

<{.13 

This program would provide a reimbursement spread of $i&T7 for a 32mg dose 
of Zofran. This would also meant tv £9 the clinic segment of the business to 
utilize the approved 32mg dose of Zofran as reimbursement is provided on a 


milligram basis. Because the maionty of the clinic business is price protected at 
$1 72.32 through 12/95 the net discount is only 3% off current contracted prices. 


GW} StS 


GW4IG/8:D0007 
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Rtcsmmgnaauon * 2 


• 4,5% pnes increase 

$175,97 to 

• 7% Wholesaler 

$157 C2 to 

Rabat* 

$172.92 to 

(11/7/94-1/31/95) 



Ii?ZT§2 (chargeback) 


SiST- 82 (rebate) 

U.V' 



ruMsftcl. fncteau 

•pAW.. 

■ssuxsdn 

-■fetrefc**r r 


f Kytril 

si32Jc sin.ee 

$166-00 


si3t«e j sii.to 

1 Zofisn 

sum ! stjs.fi 

$22443 

5127.16 

S 14364 I $l*rr 




This program would provide a reimbursement spread of SI 5.7? for Zofttn. 

Again, the program would incantivize the use of the approved 32rog dote as 
reimbursement is provided for milligrams administered. The net discount from 
pries protection at S172.S2 to $159.82 would be 7%. 

The impact of these programs will provide a level platform for Zofran sale* 
promotion vnthin the oncology dimes relative to Kytril. The recommended mulS- 
tiered modification to current promotion, should also provide an immediate 
resultant impact to weakly uni! salat without being easily intelligible by SKB as 
to the means by which this wes achieved. Thus, providing additional time Defora 
a competitive response would be delivered. 

In response, SKB will likely have two options: 

Option 1: Decrease the purchase price of Kytril 

Option 2: Take a price increase to raise the AWP while maintaining purchase 
price to generate a higher spread than $52.00. 

Neither option appears advantageous for SKB. Because SKB has not reduced 
the price of Kytril recently and market share trend is positive, it appears they are 
content with current pricing strategy. A reduction in price would have a 
significant impact on Kytril revenues. Conversely, a price increase would be 
inconsistent with the pries message, a marketing strategy that SKB has 
employed since launch. 


GWNel 


GW41G/8 :OOOOB 
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Dr. William Quan 
Comprehensive Cancer Center, Inc. 
c/o Salick Health Care Center, Inc. 
8201 Beverly Blvd. 

Los Angeles, CA. 90048-4520 






Dear Willie, 


A (VPR) Voluntary Price Reduction will become effective May 9, 1997. The wholesalers have 
been notified, however it may take two weeks to complete the transition. Pricing for direct orders 
are effective as ofMay 9,1997. This new pricing is designed to keep Salick competitive if the 
market place 

NEW 


Products 


NBC# 

PRICES -- 

Adriamycin RDF 

10 mg 

108691 

S 6.75 

Adriamycin RDF 

20 mg 

109691 

$ 13.49 

Adriamycin RDF 

50 mg 

110679 

$33.73 

Adriamycin RDF 

150 mg 

111683 

$101.19 

Adriamycin PFS 

10 mg 

113691 

$ 7.60 

Adriamycin PFS 

20 mg 

114691 

$ 15.20 

Adriamycin PFS 

50 mg 

115679 

$ 38.00 

Adriamycin PFS 

75 mg 

117687 

$ 57.00 

Adriamycin PFS 

200mg 

116683 

$152.00 

Bleosar 

15 unit 

161678 

$165.00 

Bleosar 

30 unit 

163686 

$330.00 


If you have any questions, please don’t hesitate to call me. Hope to see you in Denver. 
Regards 



Dan Bell 

salicfcvp 
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■hoc: GRDERR at PN04PO S ^ 

10/21/97 9:22 AM ly 

liorxty: Normal 

*SGAMS at Mail_List 

Jiibject: Market Company Alert - October 1997 Price Increase 
— — — Message Contents — — ' 


F¥T - Heads up. The following Psu price increases may create a 
spread between purchase price and Medicaid reimbursement that may 
create sales complaints if not resolved in a reasonable time period 
by customary Medicaid updates. Therefore, your action may be 
required in some instances if over the next few months Medicaid does 
not automatically pick up the price changes . 


1 Subject: Market Company Alert 
Author: J5HOLLEN at PNOIPO 

Date: 10/20/97 7:44 PM 


Forward Header 

- October 1997 Price Increase 


October 20, 1997 


Contracting 


& Pricing 


* VP US. Pharm Sis 

* Reg Sis Dirs/PSMs 

* Operations Dir 

* Team Fed Govt 

* HC Ed Svcs 

* Therapeutic DSMs 

* PSL 

* Public Affairs 

* Nat Cust Svc Sis Dir 


Acct Team Dirs 
Natl Acct Dirs 
Mgd HC Dirs 
Reg Acct Mgrs 
DC Reg Dir/Mgr 


Pharm Sis Spec 
Ophthalmic Reps/DSMs 
Peptide Hormone Reps 
Oncology/Aids Reps 
Uro/Derm Reps/UBCs 
Hospital Reps 
Team Kaiser 
Team Coaches/DSM3 


FROM: William Hillmer, Pricing Analyst, ext. 3-838 6 

SUBJECT: October 1997 Price Increase - Effective October 21, 1997 

Effective with the close of business hours, Monday, October 20, 1997, the 
Retail & Wholesale prices of many Pharmacia & Upjohn Company products will be 
revised. 

All catalog orders received after business hours, October 20, 1997, will 
invoiced at revised prices. Attached are the product families affected and 
their percentages. A complete reprint of the Retail and Wholesale Price 
Lists will be issued in January 1998. Until then, please use your January 
1997 Retail and Wholesale Price lists along with all 1997 price change 
announcements. Within the next few days you will receive a letter detailing 
the revised products and their new prices. 


As a courtesy, we are allowing our customers the opportunity to make a one- 
time buy-in purchase at old list prices if they have direct purchase history 
for the products with price revisions. Their one-time purchase will be 
limited to a two-week average supply based on their net-direct April *-9 
through September 1997 purchase history. 

For all our customers who have April 1997 through September 1997 direct 
purchase history for the products with price revisions, we will mail * ™ 
Special Buy-In Order Form the week of November 10, 1997. The Special Buy 
Order Form will indicate the maximum allotment of each product that they m y 
purchase at old list prices. Excessive purchases will be reduced to the d y 
in allotment. They must use the Special Buy-In Order Form and it must be 
received on or before December 10, 1997 to be invoiced at the old prices. 

As inventory allotments allow, their buy-in order will be shipped between t 
iceipt of their Order Form and January 16, 1998. 


Complete buy-in instructions will be provided to customers with their 
Special Buy-In Order Form. PSM s will receive complete Price Increase 
Buy-In order form packages in early November. 
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PERCENT . 


PRODUCT INCREASE 


ADRIAMYCIN 6,0 

ABRUCIL Injection 6.0 

ALBAffYCIN Capsules 6.0 

AN SAID Tablets 7.0 

A2ULFIDINE Tablets 10.0 

AZULFIDXNE En-Tabs 10.0 

BLEOMYCIN 6 . 0 

CAVE EJECT Sterile Povder S.O 

CLEOCIN Vaginal Cream 7.5 

CLEOCIN HCI Capsules 10.0 

CLEOCIN PHOSPHATE 20.0* 

CLEOCIN T Topical Solution 7.0 

CLEOCIN T Topical Gel & Loticr. 7.0 

CDLSSTXD Granules 7.0 

C0LESTIB Tablets 7.0 

CORTEF Oral Suspension 7.0 

CORTEF Tablets 7.0 

Cortisone Acetate Tablets 7.0 

CORVXRT Tablets 15.0 

CYKLO KAPRON Ampoule 00.0 

CYTOSAR-U Sterile Powder 6.0 

DELTASONE Tablets 6.0 

DEPO-Estradiol Sterile Solution 10.0 

DEPO-KEOROL Sterile Aqueous Suspension 6.0 

DEPO-PROVERA Contraceptive Injection 6.0 

DEPO-PROVERA Sterile Aqueous .Solution . .9.0 

DEPO-TESTADIOL Sterile Solution ' 10.0 

DEPO-Tes taste rone Sterile Solution 10.0 

DrDRSX Tablets 10.0 

DIPENTUM Capsules 9.0 

DOSTINEX Tablets 4.0 

EKCYT Capsules 6.0 

ESTRING Ring 5.0 

FLAVORED COLESTID Granules 7.0 

GSLFILM Products 9.9 

GELFOAM Sterile Powder 15.0 

GELF0AM Sterile Sponge 4.9 

HXLCION Tablets 10.0 

HAXOTESTIN Tablets 1C.0 

HEMA3ATE Sterile Solution 9.9 

Heparin Sodium Injection 7.0 

IDAMYCIW injection 6.0 

KAE I KINASE Lyphilized Powder 15.0 

LINCOCIN Capsules 10.0 

LINCOCIN Sterile Solution 6.0 

LOKIicN Tablets 10.0 

MEDROL Tablets 7.0 

MI CR DNASE Tablets 8.0 

MOTRIN Tablets 6.0 

MYCOSUTIN Capsules 5.0 

NEOSAR 6.C 

OGEN Tablets 5.0 

OGEN Vaginal Cream 5 . 0 

ORINA5S Tablets 7.0 

PREPIDIL Gel 9.9 

PROSTIN E2 Vaginal Suppository 50.0 

PROSTIN VR PEDIATRIC Sterile Solution 20.0 

PRQVERA Tablets 10.0 

SOLU-MEDROL 6.0 

TOLINA3E Tablets 7.0 

TDPISAR 5.0 

TRQBXCIN Sterile Powder 10.0 

VINCASAR 6.0 

XANAX Tablets 8.C 

2ANOSAR Sterile Powder 10. C 

2.INECARD Injection .. 9.C 


WARNING NOTICE: Documents contain confidential trade secret Information. 

Do not release outside of State Attorney General’s Offices. 
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Bayer 


Pharmaceutical 

Divfanon 


Internal Memorandum 


DATE: 

October 1. 1396 

TO: 

Chns Ctieney 

FROM: 

David Mahoney 

SUBJECT: 

Volume Saias Opportunities - Kogenate® 

ec: Jim Patcfien 


Jim Lamb 


Our two largest Kogenate® customers, Quantum Health Resources and 
Caremark, have both stated that they will consiaer purchasing largest additional 
amounts of Kogenate® from now until the end of the year. 

Quantum projects their recombinant factor VIII, sales to be lOOmm/units in 1996. 
We will supply between 25 and 28/mm units of Kogenate®. They have 
committed 60 mm J units to Baxter and Armour. This leaves approximately 
12mm / unit up for grabs. We have an excellent chance to pick up most, or ail of 
these 12mm / unit if we put together an attractive proposal. 

I have been told that our present Kogenate® price, $ .66, is the highest price 
that Quantum is paying for recombinant factor VI It. In order to sell the additional 
12mm/u we will need a lower price. I suggest a price of S .60 to S .62 to secure 
this volume. From Quantum’s stand point, a price off invoice, is the most 
desirable. We could calculate our offer in the form of a marketing grant, a 
special educational grant, payment for specific data gathering regarding 
Hemophilia treatment, or anything ebe that win produce tne same dollar benefit 
to Quantum Heatth Resources. If we are interested in pursuing this additional 
volume of Kogenate® sales, I will need your input in the next 10 days. I have a 
meeting scheduled with Pete DeComo, Sr. VP, Operations, during the National 
Hemophilia Foundation Conventionon October 17, 1996. 

Caremark is also in the position to buy an additional 3-4 milhon units of 
Kogenate® by the end of the year. We should consider something comparable 
to Quantum in order to pursue this business. 

Chris please get back to me with your ideas as soon as possible. 


CONFIDENTIAL 

COMMERICAL INFORMATION 


BAY005241 

BAY005242 
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ONCOLOGY PURCHASING AGREEMENT 


^ c ^ cr - Buyer; 

TEXAS ONCOLOGY 
3320 Live Oak Street 
Dallas, TX 75201 

TX/2P, 

CPA 

Contract Numbe r CT COO O^lQ^^ ~ 7 

(roB.A-^Brrwr^.) KpUui CTtiooo 5/4-5 

. . $ 

The following prices are being offered for consideration by Phnrmaria (SE LLE R) to Texas 
Oncology (BUYER) under the terms and conditions outlined below, and subject to all 
applicable Government regulations, for the period June 1, 1994 through May 31, 1997, 
effective upon acceptance of this written agreement. 


PHARMACIA 
P.O. Box 16529 
Columbus, OH 43216-6529 


All invoices will be priced according to the following schedule: 


PRODUCT 

DESCRIPTION 

NDC No 
0013- 

UNIT 

SIZE 

PRICE 

ADRIAMYCIN RDF 

(doxorubicin hydrochloride 
for injection USP} 

1086-91 

10 mg vial 

$ 12.40/vial j 

1096-94 

20 mg via] 

S 2430/vial 

1106-79 

30 mg vial 

5 62.00 /'vial 

1116433 

130 mg vial 

Sl£L28/vul | 

ADRIAMYCIN PFS* 

(doxorubicin hydrochloride 
injection USP) 

1136-91 

10 mg rial 

S 14.00/via] I 

1146-94 

20 mg rial 

5 2SD0/vial | 

1156-79 

50 mg vial 

J 70,00/vial | 

1176-87 

75 mg vial 

S105.00/vial | 

1166-33 

200 mg vial 

S 274.40/vial | 



Ooooicjy Wfcoimie PuiciiMa* Ajrocracai 

rwoMcii aacTm* OaMicfy 

Ptttl 


PRODUCT 

DESCRIPTION 

NDC. No 
0013- 

UNTT 

SEE 

PRICE 

ADRUCEL* 

{Quorourad! icjtciioa DSP) 

1036-51 

500 33 g viii 

S 53/vial 

1046-94 

25 pc vial 

S 4.42/vial 

1056-91 

5 g vial 

S 6.82/vkl 

FOLEX PFS™ 

(methotrexate sodium bajectioD 

USP) 

2366-91 

50 ng vUI 

$ 3.01/ml 

2276-91 

100 mg vial 

5 4.14/vial 

22S6-S1 

200 mg vial 

$ 4.94/vial 

2296-91 

- " 250 mg via! 

X-t 7.43/v5il 

NEOSAR* 

(cyclophosphamide for injection 

USP) 

5606-93 

100 mg vid 

$ 2.82/vial 

5616-93 

200 mg vui 

$ 4.47/vial 

5626-93 

500 mgviai 

S 7.43/vial 

5636-70 

1GM 

S 11.75/vial 

5646-70 

2GM 

S 2350/vial 

VINCASAR PFS* 

(viacrisuDe sulfate icj U5F) 

7456-86 

1 mg vial 

8 534/vial 

7466-86 

2 mg vial 

S 952/vial 1 

AMPHOTERION-B 

•*•1405-44- 

'*•* 50 mg vial 

S 18.75/vial 


Phannaria standard terms and conditions of sale are attached and form a part of this 
agreement. Payment terms for tills agreement will be 2% 60 days, net 61. 

Where Texas Oncology has pharmacy facilities, Pharmacia will provide Texas Oncology two 
sets of invoices for each order, with one being sent to the "ship to" location and the other 
to the "bill to" location 

Periodic price reviews will be conducted at a minimum of every 12 months, as initiated by 
Pharmacia or Texas Oncology. Adjustments based on market competition will be agreed 
upon by both parties. 
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Cw»to(yW*oi-*l» P 
Fhusuo* 4od Toot Oftcotogy 
P*|e3 


Other oncology products may be added to this agreement, at a price to be negotiated 
between tie parties, as they become available. 


Fhamiada will provide Texas Oncology with a one time educational grant of S35,000 to 
provide systems for drug and pharmaceutical information and management. 


During each year of this agreement C/1 -5/31, if Texas Oncology exceeds the unit purchases 
of doxorubicin of the preceding year (calculated in 10 mg equivalent units), Pharmacia will 
provide Texas Oncology with 5% of this years purchases in unit terms in free goods. These 
free goods will be provided in the pack desired by Texas Oncology. 


This educational grant and free goods rebate should be regarded as discounts from price 
and all Medicare/Medicaid claims should reflect this discount. 


Fbarmada.and Tejas-OncoIogyjviii-ifieet amLnegatiate,in good faith, to establish a joint 
/fm ana 


approach to Texas Oncojogy’fmaaaggd-care business:'' 




- ~if< 


This agreement contains confidential materials. The release of this information to any third 
party without prior written permission from Pharmacia may result in termination of 
agreement prices. 


This agreement is not binding until it is signed by the Buyer and received and accepted by 
Pharmacia. 


Accepted By: 


Approved By: 


fcXHj L^yjL — ■ * ~ 

Bob Wlircii 

President, Texas Oncology Pharmacy Servioss 
Texas Oncology, P.A. 

0 ’// he 

Due 


Thomas J. Komeoda 




Director of Sales 
Pharmacia 


A f' « >") f\ ft 

tiij&Odib 


TO/q-M.). 34, WX 
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Pharmacia 

Adria 



June 5, 1995 



To: Dave West away 

From: Randy Ross 

Re: Texas Oncology Contract Review Meeting - June 27, 1995 

In preparation for our meeting with Bob Whren on June 27, 1 have listed some items that we should address 
for the meeting. 

1. Unrestricted Educational Grant 

* 535,000 grant was previously provided and combined with 5% free goods to offset Chiron 

doxorubicin offer of 553.95 / 50 mg. versus our price of 562.00 / 50 mg.. equivalent. 

* I have requested Beth Remmenga to confirm performance to qualify for free goods. 

* Upon receipt of Beth's information, we should determine terms to remain price competitive. 

* In our conference call with Bob Whren last year, he did raise the question of the $35,000 

in years 2 and 3 of the contract. This will be an issue to address. 

2. Pricing Adjustments 

* In speaking with the buyer for Texas Oncology, he indicated that he thought our Vincasar 

price might be a little on the high side. I asked him to provide any additional 
information and I am waiting for his follow up. At this time, it is below our best 
rebated price for the SA2 and I am inclined not to change it unless we are significantly 
out of line with an offer they have 


3, Contract Terms 

* Bob Whren has indicated an interest in utilizing a wholesaler and has been courted by 

Alternate Site Distributors (ASD) of Dallas. The sticking point is that Bob is not 
willing to pay the wholesale up charge. 

• Texas Oncology is also in the process of developing an online communications system for 

their pharmacies and offices that wifi eventually include inventory management and 
ordering. Some parts of the system are active at this tirae. They are using a consulting 
group called Access Data out of Tennessee to develop the system. 


Postal address 

Visiting address 

Telephone 

Tele* 

Main Telefa* 

Adria Laboratories 

Post Offic* 8o* 1 6529 

Columbus, Ohio 432 16-6529 

USA 

7001 Post Jtoad 

Dublin. Ohio 43017 
USA 

614-764-6100 

246-620 

614-764-6102 

mmi 



221 


4. Toposar Addition to Contract 

* They currently have a contract with Gensia that runs into the fell. They prefer not breaking 

wasting contracts and I respect that. 

* We may wish to make an offer that allows us to be thdr designated second line source 

insuring that our pricing is below Gensia's. For some additional consideration, we 
should ask for the fist right of refusal after the current contract with Gensia expires 


5. Capitation Options 

* Still a topic of interest with them. 

* As part of the contract review, we should offer some plans for a prospective review under 

a capitated rate per life or per case. Specify each parties responsibility in gathering 
and analyzing date. This keeps the conversation moving, fly setting it up as a 
prospective review, we can compare potential programs to the current traditional 
contract without putting either party at risk. 

6 . Meet with Dr. Reese 

* Follow up on conversation that Dr. Thio had with Reese, Jones and Swain at Snowmass. 

* Dr. Reese indicated an interest in "partnering" with pharmaceutical companies but not 

necessarily in the Zeneca sense. 

* This is an important area and opportunity for Senior Management follow up. 

* Possibly bring both Dr. Reese and Bob Whcen to Columbus for a meeting. 

Dave, these are the issues that I see as most pressing at this time. I hope that you and I can discuss these no 
later than the Zinecard launch meeting in Orlando. I will follow up with you later this week to find a time 
that would be best for you. If you have any questions, please let me know. 



cc: OlaMagnusson 
T. Konenda 
l Thompson 
T. Klinker 
D. Marsico 
B. Remmenga 


A 0 .0 Qf\r> 
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3 -* 

AOR 

American Oncology Resources 



March 24, 1997 


John E. Thompson 
National Account Director 
Pharmacia & Upjohn 
7000 Portage Road 
Kalamazoo, MI 49001-0199 

Dear Mr. Thompson: 

American Oncology Resources would like to thank you again for Pharmacia & Upjohn’s 1997 
commitment to key medical education activities. As confirmation, I have listed below the 
specific details of this commitment, as well as, an invoice for that activity. Financial sponsorship 
of a medical education meeting can be received at the time of the meeting. As a reminder, your 
company is welcome to attend these meetings during designated times and present material 
appropriate to the discussion. 


Medical Education Meeting 

Date 

Sponsorship 

Disease Specific Task Force 

June 

$6,750 

Disease Management Task Force 

July 

25,500 

Research Task Force 

September 

21,000 

50 AOR Yearbooks 

April 

2,500 


Payment for your purchase of the AOR yearbook is due upon receipt of this invoice. Copy for the 
yearbook is currently being finalized and printing should be complete within the next month. As 
soon as they are received we will ship them to you. 

Thank you again for your committed involvement with AOR during 1997. We look forward to 
working with you to improve and advance the care our cancer patients. 

Sincerely, 

Sharon Jameson, MBA, RN 
Director, Medical Affairs 


ii 


A A. 

-j :ji 
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AOR/PHARMACIA & UPJOHN 
P ARTNE RS HIP PROPOSAL 


Elements of proposal: 

] . Contract Pricing for P&U products (sec Attachment I) 

- 3-vear agreement it* 

- 3% administrative fee on all products o r eont faet (S473.800 based on ‘97 
projections). 

- CAMPTOSAR price protection tr.ru 1997. Six month reviews after January 1, 

1998. 

- Flexibility in negotiation of pricing if government intervenes in reimbursement 
processes. 

2. New Product Introductions 

P&U will work witn AOR on all new product introductions. 

P&U will work with AOR at introducing cur LHRH to compete against Lupron/Zoladex. Our 
LHRH, brand name Triptoreiin, will be available m late 2nd Quarter, early 3rd Quarter. 

P&U, working with AOR. would establish a pricing mechanism for Triptoreiin with spreads 
favoring AOR versus current LHRH. Triptoreiin would be a therapeutic equivalent to 
Lupron/Zoledex. This pneing advantage would increase profitability to AOR 

3. Medical Education Grants 

A $55,000 grant has been committed for 1997 for the AOR Partnership for excellence 
package including: 

• Education/Disease Management 

• Research Task Force 

• AOR Annual Yearbook 

A $40,000 grant to sponsor the AOR monthly teleconference. This sponsorship was 
committed and completed in February 1997. 

Both of these gTants would be committed in 1998 and future years if the partnership is agreed 
to. 

4. P&U Customer Development Program with AOR 

This commitment valued at S300,000-S400,000 wouid include: 

a. Clinical practice improvement program (CPI). 

b. Consultation on disease management processes and principles. 

c. Researcn and analysis of “Best Practices" for CPI. 

d. Design Works, a P&U customized behavior change program. 

e. Other developmental customized programs for AOR. Example: Development of 

Internet access, coordination of AOR’ s Regional Marketing Direct^ fjpx 
recruitment, patient satisfaction surveys, etc. ! ? 1 7 
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All of the above to be co-d eve: coed tc die satisfaction of AOR and P&U, 

5. Clinical Research Trials 

Initial Phase III Protocol trial for “Oral Idamycin” in lymphomas. This trial will offer AOR 
SUM in additional revenues . Two hundred twenty-five (225) patients a: $5,000 per 
patient. 

This clinical research trial is dependent on the signing of a partnership agreement. 

AOR will become a "first choice" for ciinicai studies. 

6 . Sharing of AOR Clinical Information Systems 

P&U is commuted for $100,000 to AOR per calendar year to develop and share AOR Clinical 
Information System. 

The above six items are contingent on the signing of the AOR Disease Management Parmer Program. 
AOR’s exclusive compliance to the purchase of the products listed in the contract product attachment 
is aiso necessary for the aoove items to be in -effect. 
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EBBSa 

250 mg 

$ 141.10 

5 112.88 

$ 112.88 

$ 95.00 


18725-89 

500 mg 

$ 282.19 

S 225.75 

$ 225.76 

$ 180.00 
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$ 9.50 

$ 998.00 
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laaii 

100mg 

$ 6.96 

$5.57 

0 

$ 3.24 


0478-01 

500mg 

$ 92.00 

$73.60 

0 



HfeEHM 

IGm 

$ 52.56 

■■KIEE1 

0 

$ 19.71 
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$82.32 
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Deoo Provera 400 mq. 






$ 5,003.00 J 

B B 



Hi 


bhhhi 


eessmi 

2.5 ml 

$ 96.45 

BKtiSEl 

0 

$ 50.36 


P3*5>» 

10 ml 

EHE2-SI1 

IHE23II 

0 
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$ 35,015.00 | 
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$ 68.84 

$55.07 

_ 0 

$ 41.01 
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EXD2231 

$111.60 
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Total 

$ 15.793.327.00 
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Proms ROSSS 


Reading Electronic Mail 

Dates 09/29/95 Priority; Normal 


OS Is GAHML 
2S 
3 * 



Copy; Is KLXNKERT 

2; thomrsoj 

3; KOMENDAT 


vb$mcfct Meeting with Tessas Oncology 


Files Attached: No 


^^. iokm ******-- geBMiamasB8asaiM8!»at«a^^^W8aim!««»!B^«m3Baaei;ae=: 

,.®a# Please forward this email to Dave Marsico, Dave West away and Pascjw&l® 
t era* Thanks. Randy 

;XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX3pCXXXXXXXXXXXXXXXXXXXXXX 

jptember 29. 1995 \J/'C hf S<~ ^ * 

•is Distribution J * & L r O 

"o mi Randy Ross J*\ *' * • *** 

it Meeting with Texas Oncology * 1 

Set today with Bob Whren of Texas Oncology to discuss the $40 / SO 
f, doxorubicin price that Bristol has offered and other issues. 


Informed Bob that we would keep him competitive with the 
irket , however, the Rub ex brand was not identical to our RDF ISO. 
k discussed stability, sterility and single dose vial versus multi dose 
Lai issues. There is agreement that we do have a product of more 
time to their clinic network. Agreeing on that value, and working the 
rice from that point will be the next goal. 


. N® discussed using free goods and grants to offset some of the 
-Ice differences as we have in the past. Bob is very open to that* 


. There may be some room to bring the PFS KDV into the 

icture. Bob agreed that it would be of greater significance in offices 

ter© RN‘s are doing the RDF reconstitution. Finding an premium 

/er the RDF will be necessary. 

WE revisited the issue of capitation. The physician committees 
c« completing a second re-write of the treatment guidelines. Bob does 
at have access to them at this time. Once completed, we can use them 
3 decide if capitation is an option here. 

* Texas Oncology would prefer to depot their contract through 
Iternate Site Distributors (ASD) in Dallas. Since they do not wish to 
ay an up charge, the 2% would fall to us in order for this to happen. I 
©marked that in our efforts to respond to the Bristol pricing, we may 

at be able to participate with ASD. (As mentioned before, the 2% 
ay be a wash for us considering the savings in shipping and invoicing 
osts. I mentioned the above to Bob as an “out** if we wanted it.) 

* I discussed the VP- 16 pricing and upcoming request for bid. 

a voluntarily lowered our contract price to the current deal. Also, I 
iseussed with Bob the rapid downward market adjustment of VP-16 
ine© early April. He said their current supplier, Gensia, had done a 
ood job of keeping up with the market adjustments. He did like the 
lea about linking changes in Toposar pricing to changes in the Federal 
bly Schedule (FSS). When discussing how many changes have 
warred in the FSS, X detected that Bob thought that possibly Genjffirf^ SJ c 

id not respond as frequently or as quickly as Bob had originally y * : $ r, & - ? C 
slieved. *> o r* - 
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ChronicareZ. 
exclusively from 

Qucrtum 

Health Resources 


March 2. 1 9S5 



David P. Mahoney 
Miles, Inc. 

400 Morgan Lane 

West Haven. CT 06S16-417S 

Re: Status of Pricing Discussions Remainder of 1995 
Dear Dave: 

This note summarizes the results of our pricing discussions to date. These are a result of 
our meeting in Orange on February 15, 1995 which included yourself, Jim Patchen, 

John DeStefanis, and myself. Subsequent to that meeting, you and I had further telephone 
conversations on February 24, 1995, and March 2. 1995 which have yielded the results outlined. If 
you have any other understanding of these agreements you need to communicate this to me by 
March 7, 1995. 

Agreed: 

1) Koate pricing will decrease to $.17 per unit with terms of 2.5% 30, net 31. 

21 Kogenate pricing will increase to $.61 per unit with terms of 2.5% 30. net 31 

effective March 1, 1995. However, it is agreed tnat Quantum will have the 
opportunity to purchase 4,000,000 units of mid and high range material at $.58 per 
unit, even if the product does not become available until after March 1, 1995. 
Additional price increases of no more than $.01 on July 1 and October 1, 1995. 

You will endeavor to supply Quantum with 35,000,000 units of Kogenate for 
calendar 1995. * 

3} Furthermore, it is agreed that you will evaluate and determine in a timely manner a 
dollar amount which will offset losses in revenue and expenses outlaid in the recall 
of Prclastin in calendar 1994. 

Miles Biologies will also support Quantum’s programs that benefit the Hemophiliac 
population generally Isuch as education, camps, preceptorships, and other programs! by providing 
Quantum with $200,000. Quantum will be entitled to use this money to support these programs as 
it deems appropriate. This money will be allocated to Quantum at the rate of $50,000 quarterly. 


CONFIDENTIAL 

COMMERCIAL INFORMA 


790 The City Drive South / Suite 400 / Orange / California / 92668 
(714) 750-1610 / Fax (714) 750-3235 


BAY0001 19 
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tftfti iMWiiwiM# the f«8 tantni of agreement* *m ditcuss®c Ityend mat we *M 
*5*§S mam * ssappiy aferNfl M*H *t» the fiance of the year. 





Director of Purchasing 


CCi K. Coleman 
J, D* Stefans® 
J K Mdlwrastfo 


CONFIDENTIAL 

COMMERCIAL INFORMATION 
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"J>, ' 

PHASE i 
GPO 





No attempts so aggressively secure 

02 ). 



awards during mis period (St * 


- Target a total of 3 *5 state, county or regional GPO bids to send false 
pricing signals to competition. Recommended pricing $53 - SS&ViaJ. 

HOSPITAL 

* Concentrate field reps, on me top 40 AIDS hospitals using a $54.00 price 
in conjunction with a 10% free goods program to mask final pnee. 
Provides the account with an effective price of $48.60 per vial. 

DISPROPORTIONATE SHARE PROGRAM 

* Establish me Qispropomonate Share Price at S4S.50. This represents an 
il% reaucocn to a projected AMP of $54.50Mal. 

* Focus sales force on tnese accounts during Ql and 02. 

FSS 

Establish a price of S52-0GMai far Ql and 02. 

HOMECAR E/ALT. 

- Focus attention of C op. Mkting. Mgrs. on tnese accounts during Phase i 
Pricing, based on current market conditions, snouid range from $53.00 - 
$61.00 per vial. 

- Pricing program for Top 10 HomeCare accounts should have me 
flexibility to induce a ’Product Credit* program that guarantees long-term 
price ccTspeotvenes s. This program would be reviewed at me end of 

* each quarter with the account. Quarterly pricing reference would be the 
AMP (Average Market Price) report to HCFA plus 10%. 



$2 


\ 


Exam'S it: Account buys 10.000 vials during (32 at SS7.00 per vial tor 

1 ' V~CT "WR a total of SS70.000. At me end of C2. an AMP is reported 

j\) £, D> « * hcf a <* «o-oo- 


t-fg) 

Ai*eh r*j 

>1 VeSle^ fared? M ' N 

der phase 


$50.00 X 110% * $55.00 
$£7.X* $55.00 = $2.00 
$2.00 X 10.000 » $20,000 




_ ' 4r 
tL &b* 
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L 

Byran Manning January 27, 1 997 

American Oncology Resources 

■mm 

Houston, TX. 

Dear Bryan 

We appreciate the time you and Fred Pounds extended Paula, Mike and myself last Wednesday to discuss 
the opportunities for partnering with AOR. We left the meeting with a further desire to continue 
discussions to meet your needs in developing a stronger relationship leading to a partnering position. 

Below is a review of the items we discussed. Items we felt we brought to the table as a commitment to 
build a strong relationship and partnership with AOR. 

1 . A 3 year contract proposal that reduces the cost of your multi-source drugs by over $300,000. 

Some of the drugs on the multi-source list offer you saving of over 75% below list price of the 
drug. For a drug like Adriamycin, the.reduced pricing offers AOR a reimbursement of over 
$8,000,000 profit when reimbursed at AWP. 

The spread from acquisition cost to reimbursement on the multi-source products offered on the 
contract give AOR a wide margin for profit. 

We will off cource give you the chance to get good price on our LHRH as soon as it is 
introduced, estimation is July/Agust 1997. Since we do not know your usage of this compound 
figure is difficult to calculate. 

2. 4% Administration fee for contracted products. 

Based on the figures you shared, this would be over $128,000 to AOR in Admin fees. 

3. $55,000 grant to your medical education department for a partners program. 

The grant includes sponsorship of your quarterly education meetings and the annual AOR 
yearbook. This amount is already committed for 1997. 

4. $40,000 for the AOR monthly teleconference. This money is also already committed for 1997. 

5. We have committed our Customer Development Unit to work with AOR to further develop 
comprehensive quality and marketing initiatives that improve the delivery of care to the patient, and 
provide a competitive marketplace advantage to AOR. 

Support in the development of a disease management plaform of care. Each platform will cost $300. 000 
- $400, 000. We have committed to one. but will consider additional ones as the partnership 
develops. The two priority areas discussed include Breast Cancer and Colon Cancer. 

Providing consultation on disease management process and principles. 

Comprehensive research and analysis on “ Best Practices " prior to initiation of platform of care 
■development. 

Identification of quality indicators that will measure platform of care success. 

Development of an organizational plan that will comprehensively assess existing resftrcf\ < 4 *ituse. 

000025 
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systems and processes, and make recommendations that will enhance AOR s ability to implement the 
platform of care . 

/ kvt-lop a process of change plan with AOR that implements the platform of care. 

Development of customized tools and resources necessary to support implementation of the platform of 
care . These will include screening and risk assessment, treatment algorithms, patient education, 
provider education, plan marketing and promotion , and outcomes These tools and resources will 
cost PNU and additional $1 00. 000-1 50. GOO without factoring human resource costs in, 

Potential development of Internet access to this platform of care for your network, and potentially for 
you future customers . This will cost an additional $50. 000 - SI 00, 000 to PNU. 
i coordination with AOR 's Regional Marketing Directors to enhance patient and provider 

recruitment opportunities as a result of disease managment development. 

o.a A phase ill protocol trial for “Oral Idamycin” in lymphoma. This trial will offer revenues to 

AOR of $1.1 M (225 patients at S5.000 per patient). The patient fee can be negotiated to a 
performance related fee, faster arccaia! equals to higher patient fee. This is a protocol study we 
could have placed at 2 or 3 different places. We chose AOR. 

6. b The same applies to the oncotech trial, since the final protocat is not approved yet I can not 
specify the patients fee but it is not less than the aboved mention trial and the same 
performance based payment can be negotiated. 

7, AOR Clinical data. We are willing to look at the clinical data offered by AOR for three for 200' 
there after negostiate the next coming 6 months. At the first evaluation we both may have 
better understanding of how our collaboration benefit both parties. 

John - also consider adding the following if you choose to initiate this project 

,V. We will explore the A WP-40% situation with South Carolina s BC/BS to see if we can work with an 
employer coalition to sensitize BOBS to the inappropriateness of their reimbursement strategy from an 
employer 's perspective. 

Theabbve items represent a considerable offering from PNU to the revenues, profits and qualtiy of care of 
AOU Your greatest midterm savings to the bottom line will be by way of our short term investment of 
$450, 000 - $650. 000 in the development of a platform of care. This represents a significant partnering 
commitment by our company that can not be matched by any other pharmaceutical company in terms of 
quality and expertise. We have developed leading edge competencies in these areas that will provide a 
competitive advantage to our partnering customers We do not consider this " soft " money to your 
bottom line: because the savings, revenue and market share you will gain are very "hard". We are 
enthusiastically pursuing this type of relationship, because, we believe that this is the type of 
collaboration that represents a true partnership that is mutually profitable, takes advantage of each of 
our corporate competencies, and ultimately improves the delivery of care to the patient. 

The one item not resolved is the discount on major new sole source product introductions, primarily 
Camptosar. The product is only in it’s first 6 month of marketing. The product received accelerated 
approval from the FDA and was rushed to market to fill a void in colon cancer treatments. We do net 
know the full impact cm the marketplace or die disease state yet. We feel the product has tremendous 
potential, but we are not at a point where we can judge the outcome of a discount to AOR. There are 
government pressures and prices mandated by the government for Medicaid and Federal Supply Schedules 

000026 
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that have not been reconciled yet. It will take some time, before we can accurately measure the effect of the 
drug, both economically and treatment wise to determine if discounts are a viable option at this time. 
Certainly, any discount we give, have an effect on our government sales, which are significant 

Hie Camptosar issue is not a dead issue, but one we would like a little more time to resolve. 

Overall, we feel we haw an offer that Is fair, shows commitment to AGR on the part of PKU, and is the 
beginning of future, stronger relationships. You could show your interest by agreeing to the 3 year contract 
offered and continued negotiations of the Camptosar issue, and other issues as they develop in 1997 and 
beyond. 

As an interim step, we are continuing our development with the Medical education and clinical research 
areas. 

Let us hear from you. 

Sincerely, 


John Thompson 

cc: Uoyd Everson, M,D. and any other decision makers on the clinical side 

whomever the acting marketing director is 


000027 
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Medicare Payments for Prescription Drugs 


Response to Request from 
Representative W. J. Tauzin 


J um' 2001 
OE1-03-01-0M90 


U.S. Department of Health and Human Services 
Office of Inspector General 
Office of Evaluation and Inspections 
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JUN 2 0 2001 


The Honorable W. J. Tauzin 
Chairman, Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515 

Dear Mr. Tauzin: 

In response to your request, we are providing you with information on the amount of beneficiary 
coinsurance that would be saved if Medicare drug payments were based on prices available to 
other sources. In this report, we compared Medicare prices for 24 drugs to Department of 
Veterans Affairs prices and to wholesale catalog prices. We have enclosed four tables which 
illustrate the impact excessive payment amounts have on the Medicare program and its 
beneficiaries. 

This report provides data clearly demonstrating that Medicare pays too much for prescription 
drugs. For example, we found that Medicare would save S 1 .9 billion a year if 24 drugs were 
reimbursed at prices available to the Department of Veterans Affairs. Over $380 million of this 
savings would directly impact Medicare beneficiaries in the form of reduced coinsurance 
payments. In some cases, the Department of Veterans Affairs price for a drug was less than the 
amount a Medicare beneficiary would pay in coinsurance. More conservatively, Medicare and 
its beneficiaries would save SS87 million a year by paying' the actual wholesale prices available 
to physicians and suppliers fot these 24 drugs. Beneficiaries would pay over $175 million less in 
coinsurance if Medicare paid for these drugs based on catalog prices. 

The majority of the data in this report was first presented in our September 2000 report, 
“Medicare Reimbursement of Prescription Drugs," (OEI-03-D0-00310). The pricing data was 
collected in the second quarter of 2000 from Medicare carriers, the Department ofVeterans 
Affairs, and several wholesale pricing catalogs. In order to provide a current estimate of 
potential savings, we have updated the total Medicare allowed charges data from the figures 
which appeared in the original report. 

If you have any questions about this report, or if we can provide further assistance, please call me 
or George Grab, Deputy Inspector General for Evaluation and Inspections, or have your staff 
contact Robert Vito at (215) 861-4558. 


Sincerely, ~ 

— QjUU^l— 

Helen Albert' 

Director, External Affairs 


Enclosures 
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PAGE 

Table I: Medicare and the Department of Veterans Affairs, 

TJnit Costs and Beneficiary Coinsurance 

Table 2: Medicare and the Department of Veterans Affairs, 

* Potential Medicare and Beneficiary Savings : 


Table 3: Medicare and Wholesale Catalogs, 

Unit Costs and Beneficiary Coinsurance 3 

Table 4: Medicare and Wholesale Catalogs, 

Potential Medicare and Beneficiary Savings 4 
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taking advantage qf ' TAP’s quantity discount program Zeneca has * similar quantity discount 
program 

To increase physicians' return to practice, TAP can either raise the pnee of Lupron Depot cf 
increase the quantity discount percentages 

The pricing decision for the 3 month depot, and row the four month depot, was based on the 
need to hive reimbursement -mamuuned for the office* convening to the three end four month 


REDACTED 


Utiliang this coding hit* been and will continue to be beneficial for urology offices because 

• Mon offices now file Medicare claims electronically The current 19217 Lupron Depot code 
can be used whh a "V or "4” in the units column if TAP -would have changed the pricing 
strucaire, we would have to use a miscellaneous code of J99S9 (otherwise unclassified anti- 
neoplastic agent) requiring a manual review of claims 

• They will not have ic submit invoices on whu was paid, which is required when a J9999 is 
used 

» The four-month launch in the physician market should be timed to coincide with the price 
incr ease on July 1, 1997 

Since TAP did not have a price increase for the three month, the pricing of Lupron Depot 30 mg 
at four times the price of Lupron 7.5 mg will be positively perceived by customers For those 
customers -who felt TAP should have lowered our price, it will be explained that pricing and 
reimbursement (and therefore RTP) arc linked and it is necessary to keep pricing parity between 
the one-month and throe-month products 

launch Strategy 

Lupron Depot-4 Month 30 mg should be offered to ill customer*. The four month depot 
differ entiaies the Lupron product line even further from current or anticipated competition. 

The promotional message for the four month is that Lupron Depot • 4 Month 30 mg is more 
convenient for both the physician practice (fewer patient yiots allows more time for other 
procedures and more administration time) and the patient (3 visas to the office vs 4 or 12 over 
the course of a year) While Lupron Depot 3 Q mg will cannibalize the one and the three month, 
opportunities now exist to capture the orchiectomy market and eliminate ZcSadex 10 8 mg 
competition due to the added convenience of the four month With fewer office visits, the 
practice reduces costs relative to time spent with patients and administration (billing) Private 
practice physicians will hive urae to perform other procedures There will also be reduced costs 
to Medicare and managed care with the reduction sn office visits 


TAMU 001*118 
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Private Practice Market 

The list price for Lupron Depot-4 Month 30 mg would be established at four tunes the price of 
Lupran Depot 7.5 mg- AWP will also be established at four tune* its currant Lupron Depot 7 i 
tag level. Curreetiy. 00*/, of the private practice market has convened to three moat h Baaed on 
feedback from TaF j largtet volume urology practices. the three month Lupron Depot is the 
preferred duration of depot, evert if there were a four or at month product available There have 
only been « handful of urotagiata who would prefer a four month product 

The quantity duootini program ihould remain ttmklar 10 the eurreni program It should juat 
incorporate Lupron Depot 30 mg aa an equal comnhucor to quantity discount tiers An example 
(using 3/97 pricing) ii shown below. 

Lupron Depot-4 Month 30 mg Pricng Structure 


Units 

AWP 

Cost 

D '-scour: 

RT? 

1-2 

$2,062.50 

$1650.00 

0% 

$412.50 

3-5 

$2,062.50 

*1,600.50 

334 

$462.00 

Ml 

$2,062.50 

$1,567.50 

554 

$495.00 

32-14 

*2,062.50 

$1,534.50 

734 

5528 00 

15-17 

$2,062.50 

$1,501.50 

934 

$561.00 

18-25 

$2,062.50 

$1,468.50 

1134 

$594 00 


Suice it it unrealistic for an ascounl to order all Lupros Depot 30 mg, a blended discount 
schedule for all three products wji be developed Note the this chart takes into sceetu* only 
eanomcn purebajutg it the noo-contracted pricing Comraaod atsoroen would reoeivt even 
steeper discounta 

For those private practice oittcrr.cn who fee: they will be losing office revenue due to billing for 
fewer office waits, it is important to emphasise that then will now be tune to sea additional 
patients In tddmon, Medicare will be paying for the four month within the seme time frame at 
the one month allowing investment opportunities for payment collected sooner 

If d becomes necessary to Further differentiate the Luproo product line from its competitors, we 
could offer deeper diacounta in the quantity discount program for Lupran Depot 30 tag This 
would make it more attractive to private physicians to switch from 3 month to 4 month 

Con Sensitive Markets 

It then makes emae to offer a price to cost sensitive markets which would be, for example, "four 
months for the price of three " With the competition increasing based on the prices Zeneca is 
offering for Zcladex in some cos sensitive markets, it makes tense for TAP to become more 
eompetiava in these markets with pricing for Lupror. Depot A recent example oflupron marta 
share lost to Zoladex is is the government Veterans Administration ryetent The price wfucb 
Zen eca offered for Zoladex 3 6 mg was $131 compared to our offering of $273 for Lupron Depot 
7.5 mg $273 it 35 S below list pr.oe for Lupron Depot 7.5 mg 

Another competitive situation which is likely ui the fourth quarter of 1 997 is the launch of 
Upjohn's GnJRH analog, Decapeptyl. While Decapeptyl will only be available in a one-month 
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formulation, the administration of the product is identical to Lupron Depot, so there art no 
perceived advantages for Lupron It u anticipated that Upjohn wtil have a lower pree than 
Luproa, md perhaps Zel&tiex, when they enter the market so that market satxe c an be gained 

There is & a atque opportunity for TA? in these cos sensitive markets wsth Lupron Depot 30 mg’s 
use for the treatment of prostate cacce Currently, the trend has been to evaluate paces ts or. a 
quarterly basis. The main evaluation method for prostate cancer patients has been the PSA By 
chacpag * patient' s visit tc-every four months, reduced overall costs for the organization can be 
shown since She patient's evaluation period would abo be ahered 



The current utilization for three month in the cost sensitive markets needs to be determined The 
shift from one to three month is not happening as quickly is hospitals, government institutions, 
and. managed care organizations « it has in the private prentice market. It could be that the 
formulary approval process just takes longer when there are more dadsioo makers. There needs 
to be an effort to determine if there are underlying reasons why we may not be seeing the shift to 
-~-6Q% use of three month ta the libremenconad markets An ouunpLs of why we might not &©e 
v this shift comes from the managed ore market. Managed care organizations may be concerned 
about a high percent dUeoroliroea rate and may hold back on using the longer Lupron depot 
formulations Even a quick aurvey of key mstiwtioo* utilizing the specialty saJafbrce* for 
administration ocddjinccver any reasons for lack of three or four month acceptance. 

For accounts not able to capitalize on ’‘return to practice,” such as managed care and hospitals, 
there will be a positive perception of the product due to a 33% reduction ia office visit* per year 
(four instead of 12). These accounts have contracted prices with TAP bawd on the one month 
pricing of the product 


Other Considerations 

With a May 30 approval, TAP could start taking order* for Lupron Depot 30 mg in private 
practice account* in Jw ^gy gi though w pduct may not be available until early July. It will be 
important to dermaiar u ie ?u afpQu i u i e m which markets the Lupron Depot -4 Month product 
will be launched so that Tikeda can be advised on 1, 3, and 4 month product distribution. 

Since there are a number of managed care organizations, hospitals, and government accounts that 
purchase Lupron through a wholesaler, the drug needs to be placed into the wholesale system 

Launch Materials 

The following materials will be required if there is a roll-out which is similar to the launch of 
Lupron Depot-3 Month 22.5 mg. 

Sttarforce Training Progress 

The Lupron stiesfarce should receive a training program by June 1 997 if the launch is July l, 

1 997 There should be a publication of the clinical data by that time for representative review 
The training program win focua on the efficacy and safety profile and the number of days that an 
injection could be delayed. 


Physician Announcement Letter* 
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This leoc will tnnouns* the «pprov«i of Lupron Depot 30 mg Ail urotoguu on TAP's Epsiion 
miilieg iis Wtl receive s ierter the: wiii uk the urologiits to csu that T AP tepretentiuve to ieirr 


more ibcut iwUsUitv. 


ViHii 1W UJfaJ WVifiU'&llf'?' 
PbysidM iashraitisfi Felder 


At Juiy district jjue* meetings, ,wiil receive necessary launch nutenais The** materials 

indude * xzq* 

* Product Profile* with dirncal results stating consistent teuproiide level* over four months and 
castrate testosterone ;*vd* for four months The safev of the product will also be discussed 

* P*fcent Coaversisc Worksheets* forrsffSig oSce^^snory t&eir current patterns on ar. 
GnRH analog. 1 Aak tfo&e patients d they warn to change to the four month p/ocha ci as they 
come m throughout the month. 2 Place a 4 Month Ricker oc the charts of tftrc patients 
wishing to convert This conversion process help* both TAP tftd the account^ Since TAP 
may not be able to supply drug until sometime m the third quarter, this give* the office the 
opportunity to determine which patients may stay oa the one or throe month. 

* Reimbursement laitroetka* asking offices to btH using the Lupron Depot 7.5 code, J92 1 7, 
s 4 units 


* Tricing Information providing a list price of SI 650 TAP keeps the same 90 day payment 
terms. This is done to insula coafiderx* is accounts that the fcmafrarae for Medicare 
reimbursement is expected to be the lime, within 45 day* The quantity discount pricing it 
not officially published, but is presented by the representative since converting to cue month 
units can be confusing. 


Announcement Letter to Payers* 

This letter announces the approval of Lupron Depot 30 mg. the Est price and the AW, and the 
recommended use of J9217 x four units This letter will go to all Medicare and Medicaid earners 
and all private insurers inducting managed care organizations. 


Medigap Assistance Program 

This program was introduced in late 1 995 to hdp panaris without a M ©digap plan The program 
assists patients in finding coverage for the 20 % out-of-pocket costs for “Part B” service*, 
including Lupron. Since the 20% co-pay is over $300 for the four month, the importance of reps 
continuing to utilize this program increases This becomes particularly important if HCFA 
changes reimbursement to acquisition cost of medications 

Caah FUm Analysa Computer Program 

Ths program befoi evaluate pricing, cash outlay, and "return to practice’' for combination Lupron 
one , three and four month order* in comparison to Zoladex one and three-month orders. 

Upjohn’i product, Decapeptyi, may be added to this program This program is meant to avoid 
customer coofosion because different strategic directions were taken between TAP and Zeneca in 
the pacing of the three month products An important addition is the incorporation of the time 
value of money and the additional '‘return to practice" generated by collection of the satire four 
months of Lupron within the same timeframe that one and three mo nth is also collected. 

Patient Info reaction 0 
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Patient* will receive information that helps to inswer most questions they may have about the 
four month. 

Said Aid* 

Representatives will have a uiit aid to work with. After the initial sale* aid, product information 
will be incorporated into ongoing promotional piece* and programs *uch as “Profiles of 
Decision’' 

LIP Prograns/Regteasl Programs/Slid* sets* 

For any programs held in 1997 dose to the approval cf Lupron Depot 30 rag. the selling message 
for the four month wdl be incorporated into programs 

-T 

Market Research* — — — — 1 1 1 ^ ^ * 

Market research will be ongoing foTthe four month throughout the i&tq gK and questions will be 
incorporated into the primary research wave mailings which have been ongoing with urologists 
since 1991. 

Individual phone interviews: 30 urologists will be contacted by phone and asked questions about 

• Th* number of prostate cancer patients treated with GnRH analogs and the perceetage of 
Lupron v*. Zobidex used 

• The messages received from the TAP and Zeneca sales representative* about the four month 
depot 

• The perceived product differences between Lupron 30 mg and Zolmdex 10.8 rag 

• The perceived difference* in pricing between the one, three, and four mocth products 

• Tbe perceived differences m cash outlay v* “return to practice'' between tbe one, three, and 
four-month products 

• The perceived difference* between reimbursement for the products available 

COMda: This secondary market research effort will give us the main message that urologists are 
hearing when a TAP representative and a Zeneca representative talk to them There will be a 
minimum cf 20 urologists giving specific messages they heard during a sales call. 

Wave Tracking Surveys : This mail survey, which has been ongoing since 1991, will continue to 
be done quarterly. There are two surveys One cowains questions for urologists about prostate 
cancer disease and its treatment^ while the other survey contains questions about the products used 
to treat prostate cancer The disease survey goes out in quarters one and throe. Tbe product 
surveys sre mailed in quarters two and four. The product survey in the fourth quarter win go oui 
after launch so that we can get responses from urologist* after initial use of Lupron Depot 30 mg 

IDI* In-depth interviews with urok>jpsu and oncologist* will be scheduled as needed if TAP 
needs urology assistance in competitive, pricing, or reimbursement issues which may unexpectedly 
anae or if we need assistance in strategy direction IDEs will be conducted in late 1997 to 
determine the anticipated conversion of three month to four month use in 1998 

"TAP Into tbe Future” Consultant Meetings ; There are three consultant meetings scheduled so 
that Marketing will have one-on-ona contact with ISO “large volume” oistoram. This contact 
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will allow us to discuss four month strategies. the feasibility of the developing LDS (Lupron 
Distribution System), and potential new urology products (PDS, Lupron Depot 45 mg. 
apomorphine. and TNP-470) 

•■Would be utilized if reimbursement were either fee for service or acquisition 
Product Differences 

TAP will be able to ecminue to differentiate more strongly between the four-month and three- 
month products, particularly in the area of administration The biggest difference is that Zoladex 
three-month is administered with a 14 gauge needle and Lupron Depot-4 and 3 month is 
administered with a 22 gauge needle A 14 gauge needle may cause some issues to be raised 
« Local anesthetic should be considered and this takes additional time when giving injections 
a Who is qualified to give a 14 gauge injection'’ In most cases, it will be the physician. Nurses 
reluctance to use a 16 gauge needle when adndjusenng the Zoladex one-month has kept the 
product out of ogees. 

9 When an injection is give, there is a need to aspirate for Mood return into the tyring®. This 
cannot be done with the Zoladex syringe 
« V easel puncture and large bone precautions need to be taken. 

TAP wiC have a more user-friencSy product and we win continue tc capitalize oa this. 

Ongoing Clinical Studies 

Zeneca initiated a US study at 10 institutions targeting 100 patients in 1996 It is a two year 
study for ptaentt with advanced disease requiring one year of treatment (4 injections, 1 every 1 3 
weeks) and one year of follow-up. The investigator meeting was bald m April, 1995, but there 
vwwe still protocol revisions being made in July. Dr Michael Saroady from the University of 
Texas Health Sciences Center is the lead investigator for the study TAP has talked with several 
investigators about the study and they were told by' Zeneca that this is a marketing study. Zeneca 
did file their original NDA with only European data from the Netherlands The study may have 
ben initiated for several reasons. 

® The study could be a Phase IV requested by the FDA to provide US clinical information 
« The saidy could be a dosing study to change the current labeling to thineea weeks or 91 days. 

There has been no recent information on Zeneca conducting any studies, for a ant month depot. 
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MEMO TO: Vrsuia Sa.-.eis =- : 3 Csr.tr 

\hkk Csiuaitt A - MeCa&wty 

Q. Psmoctc 
B. Rosen 
D Tisse 
R_ Van Thtei 

FROM: Louis Scope 

SUBJECT; 7-.r~- O^wreoiing.^ Ba«> gates 


jn an erfort Jo slow cr.e cpwnaosmg ofZofrzn fV by physicians and to stop tne rapidly deteriorating Zomn 
muitidose vial sales. Glaxo launched a 32 mg pre-mix rtur.tbag m Aoni of 1995 As one can see 
(Attachment A. grapn i). -his strategy nas ccen somewhat successful with regara ;o cownaosmg. Indeed, 
me average aa»iy cose of Zofran was precipitously aecurung and. at one point (March 1995), reached a low 
Of 23 7 mg per cay across ail emeragemcities. This trend connnued until the pre-mix bag was. introduced m 
Apnl 1995 . Since that time, the average daiiy dose has slowly increased and has since stabilised at around 
16 mg per day. 

\s far as rapping die Zofran (V decline in maricet snare and saies. this strategy lug. at best, slowed the 
cetenorauoa. Although the pre-mix bags have seen sctnewnat successful in caotunng maricet share and 
salts dollars, it has larceiy seen at ate excer.se of the Zcfran muitiaose seal, as tetai Zoftcn FV saies 
tontinue to decline across ail channels (Attachment A. graph 2 & 3). The omy exception is in <w«U«e 
sctttng Where total Zorraa fV sales imuttidose vial plus pre-trax Pag) are rtianveiy staple at aroued Sr 
mdliod per -noetn (Anaohsent A. grapo *J. 
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interssusgiy. Zaran IV sales in. ncspitass r.as continues to Seelies despite the asmducaoa of the crsrrux 
fcagr. is fact. sne stork sag only represents 10 5% of Zerfan IV sales m hospitals as compared to over 
36*4 of Zafran cubic business. The reason for Pie iacic of she premix bag saies at the xn -patient hospital 
setting is that me cast of using tY Zafran is covered by ORGs, hence, the financial mcenave based cc 3rd 
party reimbursement, especiailv Medicare, cces net 'exist. Thus, the decision in a hospital setting r$ to use 
the lowest cost ’.reocrr.eat in an attempt to come in uaoer me fixed capitated payment which would support 
down cos tag Zofran fV tram a.muitidose vrai. 

in theciiaic seeing however. since Medicare reimoursemen: is bases cn AW?, product selection is largely 
based upon the spread between acquisition cost ar.d AW? For example, the average aaiiv aose of Zairas 
fV in me Ciimc sesusg ts 26 mg. The average cast of Zeros (taken tor a muitioose vul) to a clinic 
purchased through an oncology supply house ts 54. I S per milligram or SI08.50 for the 26 mgs. The AW? 
(also the amount reimoursed by Medicare) is 56. i 1 per milligram or S 1 5 LSI for the 26 mgs. Therefore, 
the spread between ate AW? and ciinic cost represents a profit to the clinic of 550.27 for the medication 
alone When ins Zcfran 32 milligram pre-mix bag is considered, the cost to a dime is S 123 .47 when 
purchase through as cncoiogy supply house. Sir.cc me AW? is S 195.54 for the 32 milligram pre-mix bag. 
chis represents a spread or pront of S70.O7. aimes: 520 more for the pre-mix sag. Further, this is costing 
the Medicare system an additional 536 67 (Si 95 i* minus 5I53.S7) tacn time tse Zesr&n 32 mg pre-mix 
tag is used x. curses versus using 26 milligrams for a rrmuscose viai. (Please nece the Zatran Ad within 
Attachment 3 that acceored in me Oncology Therapeutics Network (OTN)' Nbvemoer/Deeember sates 
cctaiog. in thrs ad. Giaxe acknowledges the fact tha ; aownaostng exists and that one would receive (ess 
profit by usmg a 2- mg aose from the visi than oy using the full 32 mg cose, either from a viai or p remix 
bag). 


As of late. Glaxo prcmocionai efforts have focused almost entirely on the financial benefits of "up-dosing" 
racner than the efificacv of Zofran. Thougn pnysicmns have certainly benefited financially from such 
tactics, it is costing 3rd party payers ana patients more for medication. i have attached three recent 
promotional examples that support this. As mentioned earlier. Attachment B contains an ad that appeared 
. in the OTN Novemoer/Decemoer sales catalog. This ad clearly demonstrates to the buyer that the profit 
per patient (nusiaoetea as reimDurscment oer patient) for 32 milligrams of Zofran from the premix bag is 
substantially higher (567 i I ) than 32 milligrams from their rrulttdose viai (MDV) (552,06) or I milligram 
ot Kytni ($33. QQ). (3y tne way. the Kytni amount was understated and they have since dropped it front 
;he;r cc). Attachment C is a similar ad that ran in OTN ‘5 May/iune catalog wrnch aemccsx rates the same 
pomt in a sligntiy different fashion and minus the Kytni companson. Attachment D was discovered 
circulating m the field by one of our oncotogy reps. This piece, crafted with care oy a resourceful Glaxo 
representative' and made to look like an authentic Oncology' Therapeutics Network ad. aiso demonstrates to 
customers tne profit gamea by “up-dosing" Zcfiran. 

from this aaaiysu. there seems to be no other reason, other ±ac profitability, to explain uptake 
dtSereaaab between the hospitai and dime semrgs. therefore explaining why physicians are wulir.g to use 
more expensive drug regimens. 


1 Oncology Therapeutics Network is a maior distributor of cncoiogic pharmaceuticals to hospitals and clinics. 

; Oncology Therapeutics Network has verified with SB that although this looxs very simuar 10 one of their aas. it 
vas net produced oy tftetn. 
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To: UmubI Ptacy Cewnmaa. ^trytiaan Advacry Comr^Qae. Practtoa WAnayar*: 

A y«w ego. ffva CnGar* Mosxh *>o*cy Commrasrfl ef>d mt Phyaisan* Advteory Co»nrtj«ee 
approved a theraeeuee morenanya program w am>«T»tn a^arsig mp» <*a c onvaar tfw SWTS 
pfoduett t© bo •pufvaiaat- 6wb»e«u«rt3y w* igneti a vory t*ver&8» S*-*^***^ agra«rr«rrt w*h 
SmtthfflfM Boocnwr, *<* Tumors erf Kytrl. During tfrs contac t y*«r. «« ewwvutJ appmawnaiiwy 
66% compiittnoo wrtri tha program, raaufsng » aigrniftcam saving* fry toe potetoa tost portsapeBtod. 
Th« eurrwM ewtoiwi ono« 12/31*». and t bav* toer «nvefv*d to ncycKrtom wflh toa 9vw» 
cxwr vxsnns (Nat hp«s 5HT3 ano-amaoc prpeucw (AMtarmt fry Hoecrat Rousaoi. KytfSi 

SmfchKlrte Be«ctwn. and Zofr*n by <Hkxc *Varfioorm). Th« mftuaa caw ba atanmerrari » Wkwra. 


^«n« 

Annmtt 

Kytrl 

z Otrvr>&mf 


TypteaJ 0«* 
TOO m© 
O.Tmg 
Z&rtQ 
same 


CoaVdosMt 

Ml JS 
SA* 40 
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Margin 
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Anennon Mrs Debbie LairC RPii Data 5/28/QS 


Comsany SmithKluie Beecaun Oncology Numo*r of P&ges * 


Fax Number 25137338061 


Vo «< Number 

River Valley Reg Office 


sssy W Gooer R Ph 

Company 

SnushKine B-eiiuun Or.coiop- 

F*x Namoer 

6 I8'5“6-2709 

Vsice Numser 

6!8.i76-2709 


Subject' Anaamet Coat Comparison 


Comments 


Hi Debbie. 

Here is 3 cost compansion high-lighting the medicare spread 
differences between Zofran, Anzimet, and Kytril being distnbuted by 
Steve Jeworsto of HMR in Barnes Hospital / Washington Univ. 
Medical Ctr. This sheet was supplied to me by the reimbursement 
person for Barnard Cancer Ctr yesterday, she had received it 
aprox. 10 days ago. 

Tony Godar 
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Anzemet Injectable! 


— — — 


— - " l iff , i ■■■ n 

~ne first true once daily i'y ana oral 5HTT 

^ — 

3 

item 

100 mg IV m 5 ml vial 

Price 

$70.00 

AW P 

149 88 

Spread 

$79.88 

■" mm 

Item 


Zofran 

Price 

Injectable! 

AWP 

Soread 

Orff 

Zofran 40 mg vial 

Si 65 00 

3244 43’ 

N/A 



( 3> 32 mg use 

$132.00 

S195.54 

S63.54 

$16.3- 


ffl 24 mo use 

SS9 00 

3146 65 

S47 66 

S32 21 


(2)23.60 mq use 

$97.35 

$144,21 

$46.86 

S33.0: 


@20 mg use 

382.50 

S 1 22.23 

S39 73 

$40 1: 


@16 mg use 

SS6.00 

397.77 

331.77 

S48.r 


Kytril injectable 


ttgm 

price 

AWP 

SDread 

Diff 

Kytril 1 mg vial 

S125.90 

3177 40 

S51.50 

328.38 

© 94577 use 

S1 19 07 

3167.78 

S48 71 

331 17 

© .7 mq use 

387 50 

$124.18 

336 68 

S43.30 


. Anzemet r.as a 315 3d spread difference versus 32 mg Zofran: and a $40.15 screed 
difference versus 20 mg Zofran A practice doing 20 treatments per day, 100 
treatments per week would receive between $84,968,00 (all use at 32 mg) and 

5208.780.00 (all use at 16 mg) additional income per year by switching to Anzemet. 
199" IMS data shows TOTAL average office use per IN' treatment is 23.6 mg. At 
this AVERAGE use. Anzemet will increase reimbursement to the practice by 
S171.704.00. 

• All this while saving the patient almost 47% versus 32 mg Zofran. 

• Anzemet nas a 328. 3S soread difference versus 1 mg Kytril and 3 $43.20 spread difference 
versus 7 mg Kytril. A practice seeing 100 patients per week would receive between 

5147. 576.00 (all use at 1 mg) and S224.640.00 (all use at 0.7 mg) additional income per 
year while savino the patient almost 45% versus 1 mg Kytril. 1997 IMS data shows 
TOTAL average office use per IV treatment is .94577 mg. At this .AVERAGE use, 
Xnzcmet will increase reimbursement to the practice by S162.084.00. 

r A practice will lie up Between 45-47% less mcnev in 5HT3 inventory during any given montn 
stmpiy ry switching to Anzemet. 

MOTE. AM Prices ducted are current as of May 3. 1998 
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GeriMed 


i707 ShelbyviNe Roac 
O'jisviiie. Keniuc^y 40223 
■C2-423-0351 
02-339-1417 FAX 



Please accept the following bid package as a formal request for quotation to 
GeriMed. GeriMed is a group purchasing organization designed for "closed 
door" pharmacies servicing die long term care institutionalized patient. I request 
that you read all materials enclosed carefully before pricing your products for 
GeriMed especially the GeriMed history and corporate goals. 

Please find enclosed the following information: 1) history’ and corporate goals 
2) incentive or performance contract criteria 3) GeriMed membership criteria 4) 
instructiOBS for submission of quotes 5) a 3.5 inch disk with instrucrious 6) 
■'P.e quest for Quotation" document 7) a new agreement that must be executed with 
the bid and 8) a participating wholesaler list as of March l, 1994. 

Information regarding this bid proposal is also being sent to your national 
accounts or sales personnel for their information. Bids are due at close of 
business on March 2$. 1994. If this date does net give you enough time ;o 
complete the bid document please ce.il our office immediately. We anticipate 
awards being made nsa.- the end of May. Preference will be given to two year 
agreements. 


Thank you for your time and expertise cn this bid. GeriMed looks forward to 
continuing or beginning cur relationship during the next year. 


Sincerely, 


Susan M. Rhccus, R.Ph. 
Vice-President of Operations 


Enclosures 


riatnc Healthcare 
s: Containment 
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GeriMed RequeS for Quote Insructions 

BA9C INFORMATION 


Name of Group: 
Address 
Qty, Stale, Zip: 
Phone: 

Fat Number 


GeriMed, Inc 
9707 Shelbyvjle Road 
Lous vile, KT 40223 
{502) 423-0351 
(502) 339-1417 


Type of Group: Group purchasing organization for “dosed door* long term ore pharmacies (no retail 

activity) See membership criteria attaded. 


Membership: 439,000 beds serviced by 330 pharmades in 41 states 

(as of March 1 , 1 994) 


Contract comacfoc Susan M. Bwdus, ILPIl, Via Presideitt of Operations 
Angela Meiners, Contracts Administrator 
Kim Wissing, RPh„ Contracts Aralyst 

Membership contact Robert Benim, Diecta of Membership Services 


Rebates/Data Collection: Patridt Curran, Usage Analyst 


REQUIREMENTS FOR SUBMISSION OF REQUEST FOR QUOITS 


1. Bids must arrive at our offices no later than dose of business March 23, 1994. They should be returned 

to: Susan M. Rhodes, R.Ph. 

Vice President of Operations 

GeriMed 

9707 Shelbyville Road 

Louisville. KY 40223 

2. Bids must indude the following nunimum information to be placed under consideration for review. Bids 
without the enclosed information will result in the return of the bid padcage for completion. 

A First two pages of the 'Request for Quote* document completed along with any addendum attached 
The first two pages must be completed to have the bid accepted by GeriMed. Manufacturers 
and suppliers with previous contracts through GeriMed will find the first page printed out with 
our mcst up to date information. Please review ties material for accuracy to ensure efficient 
adnvEtrabon of the contract The second sheet mist be signed by an authorized 
representative of the company. This signature represents a legal offer being made to GeriMed 
with terms and conditions and prices to be held firm for the terra of the offer. Please attach 
any additional commerns, requirements, and restrictions to the second page. 


*1VW. GoCMW. fee. 
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1994 QarifAed Request lor Quotations Page 2 

3. Both copies a the supplier agreement signed with any eacepbons or addendum attached. 

GtrWed wiE execute both agreements when awards are mace and return one copy to year 
offices aiona with a complete, current membership 1st in ease Wflai any changes made in the 
agreement end atach any additional pages to sail contract 

C Completed Request icr Quote' product pages Sfi. completed diskette with a S proposed poring, 

ASM”, FQA ratings, and isaraSatisef soiree filed h for each item bid 

We encourage you to printout the information or. the diskette after completed. Send one copy 
in generic name order with the diskette and keep one for your files. This will ensure Sat i( 
the diskette is damaged during mailing we will sS) haw bid prices. You do not have to 
complete the produa pages emdosed i you submit a diskette. 

0. If you are a new manufartuTer/ajonier with GeriMed, please enclose information about your 
company, prod of liability insurance, and any other information pertinent to GeriMed assessing the 
quality of your company. A new vendor questionnaire, if endcaed, should be completed and returned 
with your bid. 

E. Any special forms or requirements needed in order to add or make a GeriMed member eSgSsie for 
contract pridng. 

F. Your oatent return goods policy and if you provide for guarantee supply, a precedvre tor receiving 
reimbursement by the member. 

G. Any other information you feel may assist GeriMed and the GeriMed Arhfeory Council in ma’ota 
Wormed derisions regarding your products. 


1, taeptanoe GeriMed welcomes your participation in the bid process lor the 1994 -1996 pharmaceutical 
contract program. Proposals and bids will be accepted unfl the dose of business on March 28, 1994. If this 
does not allow you enougn time to complete the procsss, please telephone our offices as soon as possible 
(502) 423-0351 to request an extension. 

2. ffegoSated Contracts- Pharmaceutical manufacturers wishing to submit a proposal beyond the straight bid 
process are urged to contact Susan Rhodes, Vce president of Operations, as soon as possible to discuss tie 
partirJare of the proposal. We encourage companies to submit proposals based on volume and/or market 
share agreements. GeriMed is committed to compliance and increasing market share with contracts that meet 
our requirements. Recuremsnts and particulars describing the types of contracts reeded are discussed in the 
attached Request for Incentive Based Proposals'. 
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1994 GeriMed Request ter Quotations Page 3 

3. Recast far Quae forms and diskettes- tease teiMed traits tie acceptance a members to long tern 
cats 'dosee door* pharmacies only (no retail adicity-see enclosed membership criteria icr specifics), we ask 
that you submit the mast ccmpetMw pricing or. the endosed 'Request far Quotation Forms' or via the 
endosea bid tfskette. This diskette allows your staff and our staf to be mors eSdent in the bid process, 
instructions regarding the diskette are endssed for your review. A 3.5 inch diskette is endcsed. I you need 
another size diskette or } you have any questions or problems, please cal our offices. 

Products are listed on the disk and "Request for Quote" in generic name order. These names are derived from 
the Generic Product Index in MedSpan Ses. Prices should be listed tor the package size indicated in the 
package field. If you wish to add other producs or package sizes to trie bid please follow the directions for 
the diskette cr use die preprinted forms at the end of the" request for quote fonts, tf a product was &d last 
year the previous bid price is listed. Items not previously bid will have *0.00* in this column. Please 
complete all blank reacts on the diskette ot printout to ensure we have accurate information on our computer 
system. 

If you fed incorrect descriptions, package sizes, etc., please indicate these or. the diskette printout or on the 
request for quote forms so we may update our system. Items that have been discontinued by your company 
should also be idenSec on the printout We will then delete these from our system, 

4. Conran length- If awaroed, the bid contract prices would begin August 1, 1994. four quotation must be 
for a minimum of twelve montns with a preference for a two yea' contr act Longer contracts with a review 

o recess to protert SeriMed, C-eriMed members, and contracted manufacturers will be considered. Price 
protection on bid items should be for at least one year with a preference for two year price protection. Price 
reviews or generic items will be considered r specific guidelines are written by the manufacturers or suppliers 
‘or me process of review. For example, ‘ after six mentis of firm price protection, the minufadurer/supplief 
may present proposals (or price increases based on the cost of raw materials increasing. -SeriMed wii! be given 
60 days notice before price increases take effect. An effort to offer pnee decreases on other contracted 
producs will be made to SerMed at the same time price increases are proposed. Sentries has the right to 
reject the price increase, at which time the product wi be removed from the contract" 

5. Product ffistriwtion- The method and range of distribution far the manufacturer/suppSer is important 
GeriMed prefers to have access to contract pridrg aired from the manufacturer/supplier and through 
partidpating wholesalers. GeriMed members purchase approximately 85% of purchases from wholesalers. 

Direct purchases, where finandaliy advantageous, are still utilized by many GeriMed members. A fist of current 
GeriMed partidpating wholesalers is enclosed for your rewew. Product availability through these wholesalers is 
important for compliance with the contracts. Whoiesaiers paftidpating in the GeriMed program are required to 
sign an agreement stating they will stud items for the GeriMed customer upon request if utilization numbers 
are provided by the pharmacy. 


mesa. C-..K--4. fcs. 


ONFIOENTWL-DOCUMENT =>RODUCTION 


DL1324 



268 


ims** ueriMed Request tor Quotation* Page 4 

6. Membership photwieres- it is understood tat at panippating pnarraades are "dosed coor* servionc only 
institutional patients. An 'am use' statement .has See- signed by an authorised representative of sash 
member pharmacy. these are on fit in our offices !pr al current members and are available upon reddest. 

As ne* members are added to the contact. GertMeo sends espies of the 'own use' statement tor each new 
pharmacy added to the membership 1st Each pharmacy mas! execute an agreement to abide try any 
restrictions that a manufacturer has regarding elgbilty its contract prong. 

GeriMed updates the membership Momation on a mortftly basis Information with she update includes new 
members, deleted rentiers, ctanges in information (new address, DEA, contact person, telephone number, 
wholesaler, etc). Contracted rttaneractwers/swppSers rsce« notice o? new members thirty days before the 
start of membership. ManuiadL-rers. 'suppliers with current GeriMed contracts will receive a complete 
membership Bst with the April 1994 membershb update. 

To ensure updates are received py the cornea personnel, please complete the membership personnel section 
on the first page ol the 'Request for Quote - sheets. GeriMed expects that a one month advance notice will 
allow ample time to approve eligibility for new members. Any chargeback refusals or incorrect invoices after 
the new memoers eSeeive dae must be directed by credit memo or reimbursement to the member pharmacy, 
ff you haw special reaciremeiss beyond the ones on the attached membership criteria, please state the 
requirements in your bid doanem, Note Conaarfes with stricter reauireraents than those stated n the 
GeriMed Memb ership C rtaria ray no t be efioible for single sou rce, .or prefer red. -Product stains, Please include 
copies of specs! forms or appi'eatons required to access new members to your contract. 

7. Usage Information - Estimates of usage for specific predicts, based on actual member cisoensha reports, 
are available upon request. Ftease call our offices no later than Friday, March 1 1th to request these figures. 

1. GeriMed Advisory Council - The GeriMed Advisory Council wll meet on Thursday. AorS 21. 1994 to make 
decisions on contract awards. Fifteen GeriMed members are dtosen from the GeriMed membership to serve a 
two year term on a rotating basis. These members represent many states from east to west and north to 
south with a variety of distribution systems and number of beds serviced. The Counrii meets three times a 
year (usually winter, spring, and fall) to discuss pertinent issues regarding contracting and business 
opportunities. The Aprfl meeting will focus on the nen contracts with the Cound malting derisions on 
manuiacturers/sjppliers to contract with, a full fine generic company, and any incentive or performance based 
agreement Manufacturers/suppiers interested in making a presentation to the Counrii during our meeting 
should contact Susan Rhodus immediately. 


*»**, otTiew. us. 
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1994 GeriMed Request for Quotations Page 5 

9, Awards - T hi folownc fcatu-ss of each manufacturer/supplier will be reviewed closely before eedscns are 
made: 


A. Quality of produss -cifoicaJ aspects of the drug, manufacturing pradces. product consistency, FDA 
AB ratings, etc. 

B. Distribute?! methods -wholesale and/or direct 

C. Availability of product -across the country in wholesalers and/or direct 

D. Service-customs: serves,. sa es representatives, return good policy, information availability, etc. 

E. Guarantee supply -If the manufacturer/supplier car.r.ot supply the product will you reimburse the 
member if they mus: purchase a hioner priced product? This guarantee does not cover ‘.he wholesaler 
no: sleeking the hem or running cut of ar. item. The shortage must be at the contracted 
manufecturer/supohrr level in oncer to qualify for tne guarantee supply program. 

F. MeJraid Rebate .Agreement- must m in place for a company tc participate ir our incentive or 
performance programs, 

G. Contract Administration Fee* We request a 2% fee on all ourchases by the members for contracted 
items. In rerum for this fee we provide the following services - onsite visits to all new members to 
ascertain 'closed dear* status; e suggested formulary and invoice review service to reinforce contract 
compliance; quality assurance; drug usage analysis from wholesaler and dispensing records; 
administration of performance and incentive based programs. 

It is understood that participation in this program by the manufaourer/supplrer will ngt affed the 
prior, g to tne GeriMed members. Payments of this fee are due 30 to 45 days after the end of each 
quarter or month as you designate. Two reports on sales to GeriMed members are requested 1 } Enft 
Item by member per month or quarter 2) Ine Item consolidated for the entire group by product by 
month or quarter. Both reports should show dollar volume as well as number of units sold. If this 
information is available on diskette or modem in an A5G1 format please contact our office as soon as 
passible to set up a format and transmission. 

H. Low price and best spreads - Contract pricing will be evaluated on lowest price and/or best spread 
between AWP and the contract price for multisource products. M ar ufeetu rers/supp tiers interested in 
obtaining a angle source award should consider sending in a performance or incentive package for 
one or mere products. Most mulfeource products (without a soecial program) wifi receive a dual 
award since we will be contracting with one full line generic company in addition to other 
manufacturers and/or suppliers. 


PI W. GenMei tot 
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1884 GariMed Requaa for Quotations Page s 

It. BH Analysis . All bids and proposals (sa'nwl by SeriMed mi be bed confidential The submitted 
quotations ml. be anaiyaec by con-cuter using cir database program showing ail quotations submitted for each 
generic name and package site. The GsriMed Advisory Council review ail subm'ced quotations and rave an 
opportunity to select the manufadurers/suppiers to be on sams as well as crieosing preferred products and 
incentive programs. CJuotaticns wilt be analysed on 5r.e-by-tne basis. Pease note that SeriMed may accept or 
reject any portion or aS of the quotation Companies demonstrating the best quafty, policies, programs and 
price wil be favored (see above evaluated dtaraoerisSos). 

12, Submission of quotation constitutes a legal offer - and therefore, S any of yea - quotadora ate accepted, 
and in excharge for bring designated as partidpant in the SeriMed program, your company agrees to be 
legally bound to provide each GeriMed member pharmacy- present and jpprevee In the future - on an as- 
needed basis, any items encompassed on your accepted quotations pursuant to the terms of the respective 
quotation as designated in the awards cocument to be sent by GeriMed. 3ids vat be kept open until iuly It, 
1994. Awards will be made near the erd of May, 1554. 

Please *esl tree to contact Our offices if you have questions or need further Munition (502) 423-0351. 


rtVM. GwOWai. Ik. 
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GeriMed 


9707 Sn&byviRe Soad 
Laui$vil!e Kentucky 40223 
502*4230351 
502*3394417 FAX 


March 8, 1996 * 

Dear Contracts Administrator; 

Please accept the following bid package as a formal request for quotation 
to GeriMed, GeriMed is a group purchasing organization designed for 
pharmacies servicing the long term care patients with pharmaceuticals in 
a "closed door" setting. Many of these pharmacies also service nursing 
homes with IV therapy. 

I request that you read all the materials carefully before pricing your 
products for GeriMed. GeriMed currently contracts with 130 
pharmaceutical manufacturers (brand and generic companies) and 
suppliers for the 1994 - 199S contracts. GeriMed, as of April 1,1996, has 
more than 470 pharmacy members in 41 states servicing more than 
720,000 beds. We continue to add between 5 and 10 new members 
monthly. 

Please find enclosed She following information; 1) an introduction to 
GeriMed with service programs described 2) GeriMed membership 
criteria 3) instructions for submission of quotes 4) a 3.5 in diskette for the 
bids with instructions 5) "Request for Quotation" document 6) two copies 
of our supplier agreement 7) participating wholesalers. 

Bids are due at close of business on March 29, 19SS. Performance 
agreements are due at close of business April 15, 1996. Please let us 
know if these due dates present any problems. Contracts awarded will 
begin on August 1 . 1 S96 and end July 31,1 998. 

Thank you for your time and expertise on this bid. GeriMed looks forward 
to continuing or beginning a great relationship with you during the next 
year. 


Sincerely, 



Susan M. Rhodus, R.Ph. 
Vice President of Operations 

Enclosures 
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1 

introduction 

This document contains all the information you need to sudmit a proposal tor did to 
GeriMed. 

Oates to Remember 

► March 29. 1996 - Bid documents due at GeriMed offices 

► April 15, 1996 - Special incentive programs due at GeriMed offices 

► April 25 - 27, 199S - GeriMed Advisory Council Meeting 

'• June 5, 1996 - Awards faxed to manufacturers (tentative) 

► June 12, (996 - Final proof of awards due at GeriMed offices (tentative) 

► August 1 . 1996 * Contract start date for new GeriMed awards 

Contents of This Proposal 

• History and Corporate Goals of GenMed 

• GeriMed Membership Criteria 

• List of Manufacturers currently under contract 

» GeriMed Journal. EmphaSys, and GeriMax Marketing Pieces 

• Instructions and Specifics for Bid Submission 

• Incentive or Performance Contract Critena 

• Computer diskette 3.5’’ for bid entry with instructions 

• Request for Quote document listing your company’s products with request far 
special information (I.E. contacts, distnbution, special terms, etc.) 

• Two copies of the SeriMeti agreement for execution with the OfcS submission 

» Wholesaler list as of April 1, 1996 


i 
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2 

GeriMed History and Corporate 
Goals 

Introduction 

GeriMed is a group purchasing organization designed specifically for long term care 
"closed door" pharmacy providers. GeriMed was established in 1983 as a joint venture 
between MedEcon (a hospital buying group) and H. Joseph Schulte, R.Ph. Joe 
Schutte, President and owner of GeriMed has been in the long term care pharmacy 
business for more than thirty years. As the innovator in long term care pharmacy group 
purchasing, GeriMed has developed services and contracts to meet the needs of 
customers throughout the years. 

As you know, healthcare is changing on a minute by minute basis. GeriMed's goal is to 
meet the challenge of ensuring its customers the best services, best contract pricing, 
while netting more profit for the member and contracted pharmaceutical manufacturers. 
In order to meet the customers needs in the future, GeriMed must go beyond simple 
contracting for pharmaceutical products for long term care pharmacies. The conversion 
of GeriMed from a group purchasing organization (GPO) to a group service organization 
(GSO) is the first step in adapting GeriMed for the future. 

Corporate Philosophy 

Mission Stat&mont 

This mission statement gives GeriMed a basis to establish new and innovative services 
to benefit both its membership and pharmaceutical manufacturer partners. 

n Through long-term partnerships in the health care industry, GeriMed provides 
access to cost effective solutions which support our clients’ efforts to improve 
their strategic position, financial performance, and quality of care” 
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Governing Values snt 1 Goals 

GeriMed has set values and goals in order to achieve this innovative approach to 
contracting. Our goals for the company are attained by following three solid values. 

I Professionalism and Integrity - To maintain professionalism and integrity in the 
marketplace by: 

* Focusing and committing to support the health care industry and 

• professional associations by standing by membership criteria, communicating 
information and participating in professional associations 

* Demonstrating a continued commitment to the most cost effective 
treatments allowing positive patient care 

* Customer Driven Company - To develop a partnership with each member in 
achieving financial success by: 

* Continuing to have a knowledgeable ana motivated customer support team 
through training, advanced technology, and teaching programs for members 

* Developing positive relationships Detween customers and industry partners 
through meetings and environments conducive to negotiations and education 

I Financial Success - To run an efficient, service-oriented, customer-driven 
company by: 

* Continuing to develop the best contracts and cost containment solutions 
through innovative contracts, customer specific programs, and routine profit 
maximization analysis 

* Fostering and supporting entrepreneurial innovation in our partners' 
businesses through innovative strategies for revenue enhancement and 
providing access to experts in these strategies 


GeriMed Advisory Council 

One avenue to ensure our services meet the needs of our members is through our Long 
Term Care Advisory Council, which meets three times a year. Members of this council 
are in constant contact with GeriMed regarding legislative changes, regulation updates, 
and suggestions in contracting. The Council makes decisions on contracts and special 
programs developed for the membership. GeriMed participates in legislative issues, 
meets with advocates of the long term care pharmacy concerns in Washington, D.C., 
and keeps current with updates in healthcare reform. 

General Information 


Membership 

GeriMed currently has more than 470 member pharmacies representing more than 300 
corporations or pharmacies systems in 41 states. These pharmacies currently service 
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more than 720,000 long term care beds- Our members consistently outperform other 
group purchasing organizations in compliance (calculated on dollars per bed). This 
compliance rate demonstrates the loyalty of GeriMed members, 

GeriMed prides itself in accepting only closed door pharmacies servicing patients in a 
long term care setting. We are the only group purchasing organization that visits each 
pharmacy location before membership begins to ensure closed door status GeriMed 
also monitors purchases to ensure appropnate use by the members. GeriMed works 
with manufacturers and investigates inconsistencies in purchases and dispensing. 
Protecting and monitonng tne integrity of the group is important to guarantee that the 
manufacturers continue their partnerships with our group and its members 

Types of Customers Services by GeriMed 
Members 

Because the focus of long term care pharmacy practice has expanded beyond geriatric 
patients in nursing homes, GeriMed has expanded its services, too. Contracts to 
address the needs of jails and prisdns, home care, mentally retarded, hospice, and sub- 
acute patients have been added throughout the years Expansion of GeriMed's 
services and contracts to meet the expanding needs of its membership is a continuing 
goal of the company. The contracts include a full line of parenteral and enteral 
products, pump rentals, plastics for parenteral and enteral, packaging alternatives, 
forms, medical supplies, urologicals, and other miscellaneous products. GeriMed 
membersriip entitles the member access to all contracts-both pharmaceutical and non- 
pharmaceutical. 

GeriMed Services 

GeriMed believes we deliver the best contracts in the country for long term care 
providers. Our extra services continue to expand to meet the needs of our members. 
Many of our services are described below 

EmphaSys 

For more than three years GeriMed has had a stand alone electronic catalog program 
This software is run with an IBM DOS operating system and allows the memoerto view 
the entire catalog via a computer. While this system otters a mechanism to view contract 
items, it car be tedious in this DOS format 

GeriMed recently announced the release of a new software product - EmphaSys. This 
program is written under the Windows operating system. It is much easier to use and 
allows the member to utilize the system to choose appropnate products for their 
purchasing. This tool can enhance revenue and decrease costs. Members can view 
item codes for their wholesaler, view products with the best spread and lowest cost, or 
open multiple windows to compare data. 

Products can be sorted in four fashions - by trade name, by generic name, by 
manufacturer or supplier and by therapeutic class. A single drug can be found by typing 
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in pan or all of the drug name. Updates to pricing. AWPs, NDC#s, etc. are provided 
monthly. Diskettes are sent according to trie state requested, giving the member 
information on the state MACs. Members can print selected products, make a 
formulary, input usage, and input exact reimbursement compared to the MACs listed by 
MediSpan. With more than 6,000 line items, this system offers an efficient and accurate 
mechanism to utilize the contracts. 

Invoice Analysis 

GeriMed offers a quarterly review of invoices for all pharmaceutical purchases by 
member pharmacies. This review is a compliance tool to ensure the pharmacies are 
purchasing the most cost effective products available on contract. Several items are 
Identified during the review including price errors by the wholesaler, lower priced genenc 
products, better package size or type, therapeutic substitution opportunities, etc. These 
suggestions are made to save money through lower contract pricing or increase 
revenue through better spread between AW P and contract price. This review is done 
from a monetary perspective only; special state regulations, clinical concerns, and other 
input must be included when reviewing changes 

Incentive Programs 

GenMed continues to update, refine, and develop new ana exciting ways of contracting. 
Incentive programs are allowing GeriMed members to take advantage of a broader 
spectrum of pharmaceuticals. We nave aoded more than 40 manufacturers and 
suppliers to our incentive contracts in less than four years. The incentive programs will 
be reviewed and revised to meet the changing needs of our membership. (See chapter 
5 for more details an these exciting programs). 

GeriMax 

A new program, announced to members in January, 1 995. is GeriMax. GeriMax is a 
special program combining special market share contracts with additional services and 
data analysis. This program is open to all members of GeriMed. Members wanting to 
access tne special GeriMax Agreements and special services must commit to the 
GeriMed contract for forty-two of fifty chosen contracts. GeriMed is looking for 
compliance from the membership in order to justify special services to the membership. 
Manufacturers want to work with compliant customers. The commitment is only to use 
the GeriMed contracts - market share and volume commitments are made at the 
individual contract level. 

Once a member commits to GeriMax, they have access to the following special 
services: 

GeriMax Agreements - These contracts reward maximum performance with maximum 
discounts. GeriMax members receive contracts with a choice of three tiers of 
commitment - GeriMax, Committed, and Uncommitted. After reviewing the clinical and 
financial aspects of the agreements, a reasonable commitment can be made to one of 
the three tiers. Manufacturers are also dedicated to these agreements by providing 
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information, education, and marketing expertise, forming a true partnership. 
Manufacturers interested in pursuing a GariMax agreement should contact GeriMed as 
soon as possible. These agreements are in addition to our regular incentive programs 
and will be negotiated on a one to one basis with manufacturers looking to partner with 
GeriMed. 

Formulary Setup and Operational Analysis - GeriMax provides consulting services to 
implement compliance programs. Specific programs can be developed by born parties 
to ensure the needs of the member are met. These strategies can include discussions 
of incentive programs, suggestions on maximizing profitability with a buying group, or 
special programs designed specifically to meet the unique needs of the client. 

Reimbursement assistance - Tie GeriMed binder and EmphaSys system provide 
item by item detail printouts and screens with tne state MACS and calculations per state. 
The GeriMed program identifies the lowest cost product and the best spread for the 
particular state. Our network of pharmacy members across the country and contacts 
with manufacturers allows us to keep up with new regulations throughout the country 
Members asking about reimbursement in a particular state can obtain the information by 
calling the GeriMax staff. GeriMax can assist a member by completing a special 
formulary designed especially for their situation. A special list of questions assist the 
GeriMax staff in determining the best product for purchase. 

Clinical research - Because of our partnership relationships with many members, 
GeriMax can assist manufacturers m gaining access to members interested in 
participating in educational and research programs for geriatric and other types of 
research. Many pharmaceutical companies are interested in geriatric research but are 
unsure of who to contact in long term care pharmacy practice. 

Data Management - The most difficult aspect of contracting especially performance 
based contracting, is proving market share movement. In addition, members want to 
know how they are progressing on market share agreements. Our new data system 
collects information from each wholesaler. Data can be provided to manufacturers and 
members at the NDC number level. Sorting the data by generic name or therapeutic 
class can be accomplished. Providing days of therapy and units per bed can be added 
for manufacturers looking for extra detail. GeriMax members committing at the 
GeriMax level will receive regular reports of how they are progressing with market 
share. 

Implementing innovative programs and improving methods of communication to our 
membership is a constant challenge. Recently we oegan using fax broadcast to alert 
members of immediate and important contract information. We are testing a computer 
program that allows members to access contract prtcmg via modem. Methods of 
supplying unique and supenor clinical and research information are also being 
examined. 

GeriMed membership enables long term care "closed door" pharmacies to benefit from 
years of integrity, outstanding service, and tow contract pricing. Being a member of 
GeriMed allows a member to assign staff to other more important duties than reviewing 
invoices, imputing contracts in computers, checking eligibility on contracts, and making 
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sure the member is getting the Best deal in pharmaceutical purchasing. GeriMed 
becomes an extension of the members' staff anti develops a partnership relationship 
that can benefit both companies. 

Contracting Process 

GeriMed requests contracts from pharmaceutical manufacturers and suppliers 
biannually through a bid process Manufacturers submitting bids must offer a minimum 
of one year contract or a maximum of two years. GeriMed has developed many 
partnership relationships with manufacturers over the years. These partnerships many 
times allow us to be the first group purchasing organization with unique powerful 
contracts. We encourage interested manufacturers to develop negotiated contracts that 
consider volume and market share contracting. Many manufacturers have responded 
with incentive or performance based contracts. While straight line by line contracting is 
preferred by members and GeriMed, we see this type of contracting decreasing. 
Manufacturers are looking for increases in volume and market snare to justify 
contracting with any type of provider (including managed care and hospitals). 
Demonstrations of changes in volume and market share are accomplished by collection 
of purchasing data from participating wholesalers. GeriMed then becomes the 
administrative center to analyze and forward the data to the appropriate manufacturers 
with performance contracts. Payment to each member is made based on performance 
for each contract. Systems have been developed to collect this data on an efficient 
basis from the wholesalers. 

Development of contracts by choosing a drug in a specific therapeutic class as a 
preferred product can help GeriMed gain better contracts and discounts. GeriMed's 
philosophy, supported by the Advisory Council, mandates three parts in the decision 
making process to choose a specific drug as preferred. 

1 . Clinical efficacy - This is by far the most important requirement of the drug 
product. The product must demonstrate, through reliable, credible sources to be as 
efficacious as other products in its class. Preference is shown to products with data 
relating to the geriatric population, although this is usually a difficult requirement. 

The Advisory Council recently decided to set up a Pharmacy and Therapeutics 
Committee made up of clinical and consultant pharmacists from the Council’s 
pharmacies. Data will be sought from unbiased sources to conduct a review of the 
therapeutic class identified. 

2. Patient cost/compiianoe - Healthcare reform has made medication cost more 
important to the patient, third oarty payor, care giver, and healthcare professionals 
including physicians. If a product offers a lower cost to the patient or third party 
without sacrificing clinical efficacy, it becomes easier lor the consultant pharmacist to 
make a recommendation to the physician. Lower cost does not necessarily mean a 
lower price for the product. It could be that the cost per day is less, or it is easier for 
the nursing staff to administer in a time efficient manner. Although medications are 
administered in a controlled environment within the nursing home or at home for 
most patients serviced by GeriMed members, patients can still refuse medications 
that cause unpleasant side effects, are difficult to swallow, etc. Providing a more 
palatable or side effect free medication may result in cost savings to the patient 
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indirectly. Cost effectiveness of patient care is also an important aspect of cost to 
the patient. If a product can reduce the number of days for rehabilitation, decrease 
the number of hospital admissions, or eliminate other more costly therapies (i.e. 
surgery, laboratory tests, medical devices, etc.) then it should be considered a cost 
effective product. 

3. Increase revenue or decreased cost for the pharmacy - Finally, the member 
pharmacy must have an incentive to promote and perform with the product. Costs 
for consultant pharmacists to administer a therapeutic interchange or appropriate 
therapy program car add up. Profitability of the company becomes important to 
support the progressive services provided by a long term care pharmacy provider. 
Therefore, these incentive programs are evaluated on the merits of their profitability 
to the pharmacy. 


CONFIDENTIAL 


GcriMcd Request for PivposaJ 



282 


0-1 

AWP 

REIMBURSEMENT 

PROMOTION 


FOR 

GERIMED 


CONFIDENTIAL-DOCUMENTT PRODUCTION 


DL1587 



283 


PROPOSAL TO 
GERIMED 


SITUATION ANALYSIS 

• TOTAL DOSES OF ALBUTEROL SOLD TO MEMBERS DURING 
REPORTING PERIOD 4/1-6/30 95 (3 MONTHS) -2,012,230 

• TOTAL UNIT DOSE - 1,249,590 OR 62%% 

• TOTAL MULTI DOSE- (DOSES =UNITS X 2) -762,640 OR 38% 

• DEY HAD 68.9% OF UNIT DOSE SHARE 

• WARRICK HAD 29% OF MULTIDOSE SHARE 

• DEY HAS 43% SHARE OF ALL ALBUTEROL DOSES ( MD AND UD) 

RECOMMENDATIONS 

• MOVE MULTIDOSE MARKET TO UNIT DOSE STERILE BAC FREE DEY 
USING PROVIDED PROFIT COMPARISON CHART 

• CONVERT COMPETITIVE UD TO DEY UD WITH REBATE INCENTIVE 

ADVANTAGES 

• NO MIXING, REDUCES LABOR, STERILITY, NO CROSS 
CONTAMINATION, NO FOAMING, SHORTER NEBULIZER TIME 

• COST SAVINGS - NO WASTE, HIGHER AWP REIMBURSEMENT 

• IMPROVE QUALITY OF CARE 

• IMPROVE GERIMED ADMINISTRATION REVENUE 
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THE PROGRAM 


• DEY SHARE FOR ALL DOSES IS 43% 


DEY WILL PAY A MARKET SHARE REBATE TO ITS COMMITTED MEMBERS 
BASED ON A DETAIL REPORT PROVIDED BY GERIMED IF THE 
FOLLOWING SALES OBJECTIVES ARE REALIZED BETWEEN JANUARY 
1,1996 AND DECEMBER 31, 1996 

TOTAL ALBUTEROL DOSES PURCHASES FROM DEY BY INDIVIDUAL 
MEMBER 


43-49% OF TOTAL 
50-59% OF TOTAL 
60-84% OF TOTAL 
85% AND ABOVE 


NO REBATE 
.01 A VIAL 
.02 A VIAL 

.04 PER VIAL OF DEY PRODUCT SOLD 
IN QUARTER 


•MARKET SHARE FOR EACH MEMBER WILL BE CALCULATED BY 
GERIMED AND AUDITED BY DEY EACH QUARTER AND REBATES WILL BE 
PAID PER ABOVE SCHEDULE UPON MARKET PERCENTAGE FOR THAT 
QUARTER 

EACH MEMBERS MARKET SHARE REBATE WILL BE PAID INDIVIDUALLY BY 
GERIMED. DEY WILL PAY GERIMED A LUMP SUM REBATE BASED ON 
INDIVIDUAL PERFORMANCE AND GERIMED WILL DISTRIBUTE TO ITS 
COMMITTED MEMBERS ACCORDING TO THEIR INDIVIDUAL 
PERFORMANCE 

THE COMMITTED LIST IS SUBJECT TO DEY APPROVAL AND ALTHOUGH 
CURRENT DEY LABS CUSTOMERS ARE ELIGIBLE, THE INTENT OF THIS 
PROGRAM IS TO GAIN ALBUTEROL MARKET SHARE BY CONVERTING 
MULT-DOSE USERS AND COMPETITIVE UNIT DOSE USERS TO DEY 

•MARKET SHARE IS DEFINED BY TOTAL ALBUTEROL DOSES PURCHASED 
BY MEMEE-RUURfNG REPORTING PERIOO 


CONFIDENTIAL-DOCUMENT PRODUCTION 



285 


IMPROVED PROFIT AND BETTER PATIENT CARE BY USING UNIT DOSE 
VS 

MULTIDOSE IN LTC PHARMACY 


EXAMPLE 

PHARMACY CONTRACT (20 ML VIAL WARRICK-40 TREATMENTS IN VIAL) 
= $7.40 COST PER VIAL 

COST 

$ 7.40 *40 = .19 A TREATMENT 

+ _C2 SALINE USED AS DILUTENT 

= .21 A TREATMENT 

$9.75 + 25 = .39 COST OF UNIT DOSE PREMIXED ALBUTEROL ON 
DEY LABS CONTRACT 
= .39 A TREATMENT 

REIMBURSEMENT = AWP 
$12.50 * 40 = .31 A TREATMENT 

+.02 SALINE USED AS DILUTENT 
= 33 A TREATMENT 

$30.25 * 25 = 1.21 A TREATMENT 


SPREAD = AWP - COST 

.12 A TREATMENT WITH MULTI DOSE 
.82 A TREATMENT WITH UNIT DOSE 

THE DIFFERENCE: .70 A TREATMENT MORE REIMBURSEMENT WITH 
UNIT DOSE 
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ADMINISTRATION FEE IMPROVEMENT 
BY SELLING UNIT DOSE ON CONTRACT 

VS 

MULTIDOSE 


EXAMPLE - WARRICK CONTRACT COST @ $7.40 20 ML VIAL 

$7.40 X 5,559(3M) = $41,136 X ,02=$822 

$10.00 X 8894 (3M) = 88,940 

• CUSTOMER WINS: 

• GERIMED WINS: 

• DEYWINS: 


X.02=$1,778 

INCREASES PROFIT OVER 5 TIMES 

INCREASE YOUR TOTAL SALES DOLLARS WHICH 
INCREASE YOUR ADMINISTRATION FEES 

INCREASES OUR MARKET SHARE AND SALES. 

TO GERIMED 
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Memorandum 


f,0m June Gibbs Brown 
Inspector General 


Infusion Therapy Services Provided in Skilled Nursing Facilities (A-06-99-00058) 


Nancy- Ann Min DeParle 
Administrator 

Health Care Financing Administration 


Attached are two copies of our final report entitled, “Infusion Therapy Services Provided in 
Skilled Nursing Facilities.” The objective of this audit was to determine if infusion therapy 
services provided by some infusion suppliers to Medicare-reimbursed skilled nursing 
facilities (SNF) were reasonably priced, medically necessary, and classified correctly on the 
cost reports. Our review of three infusion suppliers, for the period 1995 through 1998, 
showed they provided infusion therapy services to Medicare-reimbursed SNFs that were 
excessively priced and unnecessary. In addition, the three infusion suppliers billed certain 
infusion services incorrectly, causing those costs to be misclassified on the SNFs’ cost 
reports. This occurred because the reimbursement system was vulnerable to abusive billing 
schemes. As a result, patients were placed at undue risk, Medicare overpaid the SNFs, and 
the overpayments may have been included in the base year costs used to establish the 
prospective payment system (PPS) rates. 

The three infusion suppliers reviewed charged SNFs excessive prices for infusion therapy, 
provided unnecessary infusion services to SNF patients, and improperly billed SNFs for 
nursing services that the SNFs, in turn, misclassified on the Medicare cost reports. 

The SNFs billed Medicare for these unallowable costs. To quantify the impact to Medicare, 
we reviewed claims submitted by 22 SNFs that used various infusion therapy suppliers. The 
vast majority of infusion services were provided by two of the three infusion therapy 
suppliers reviewed in this audit. At the 22 SNFs, $4.8 million out of $9 million in claims 
reviewed (53 percent) were not medically necessary. An additional $332,000 in payments 
that were found to be medically necessary were questioned because the prices exceeded the 
prevailing rate. Finally, another $ 1 58,000 was questioned because routine costs were 
misclassified as ancillary costs on the SNF cost reports. 

The three infusion therapy suppliers we reviewed accounted for at least $138 million, or 
approximately 20 percent, of all infusion therapy costs reimbursed by Medicare nationwide 
during 1995 through 1998. Because these infusion therapy suppliers employed the same 
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billing practices with hundreds of SNFs in several States, we are concerned that additional 
unallowable costs were paid by Medicare during this period. We also have concerns that 
these abusive practices may have resulted in inflated base year costs upon which the PPS 
rates were based. 

In addition to the financial effects we noted above, overutilization and overpricing were 
potentially harmful to the patients. Medical reviewers who were a part of our audit 
concluded that patients receiving unnecessary infusion services were placed at undue risk 
for complications, including increased risk of infection, fluid and electrolyte imbalance, and 
medical reactions. Furthermore, infusion services are invasive procedures that are painful 
and, when unnecessary, reduce the quality of life. 

One of the three infusion suppliers has entered into a $10 million settlement agreement with 
the Government to resolve its civil liability- under the False Claims Act and Civil Monetary 
Penalties Law which involved delivery of infusion services in Texas and in other States. 

The other infusion suppliers and many nursing homes are the subjects of additional audits 
and investigations by the Office of Inspector General (OIG), the fiscal intermediary, and/or 
the Federal Bureau of Investigation. 

Prior to 1998, Medicare paid musing homes through a retrospective, reasonable cost-based 
system. As our results showed, this system was vulnerable to abusive billing schemes 
because providers were reimbursed based on their costs, thus giving them a strong incentive 
to provide unnecessary' and overpriced services to increase their Medicare payments. 
Abusive billing arrangements between SNFs and infusion suppliers resulted in tremendous 
profits which encouraged the overutilization of infusion services when no treatment was 
necessary. 

Section 4432(a) of the Balanced Budget Act of!997 required implementation of a Medicare 
PPS for SNFs. In 1998, the Health Care Financing Administration (HCFA) implemented 
the SNF PPS for cost reporting periods beginning on or after July 1, 1998. Accordingly, 
payments are no longer based on the reasonable cost-based system, but rather are based on a 
fixed per diem which is adjusted for the patient’s acuity level. The PPS rates were based on 
mean SNF costs for cost reporting periods beginning in Fiscal Year 1995. Recently, nursing 
home officials have expressed concern that reimbursements under PPS for high-cost 
services, including infusion services, are too low and thus quality of care may be 
compromised. Various alternatives for changing PPS rates are being discussed. 

While our audit did not focus on the accuracy of the PPS rates for infusion therapy, we want 
to bring the results of our audit work to your attention should HCFA decide to change the 
reimbursement rates. We believe the adoption of PPS should help to correct the problem of 
SNFs and suppliers engaging in abusive billing schemes to increase Medicare 
reimbursements. However, PPS rates that do not reasonably reflect the SNFs’ costs of 
providing services could still result in financial windfall to the SNFs. Under PPS, patients 
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may still be subjected to unnecessary services. This could occur if unnecessary infusion 
therapy services were performed which may increase the patient’s classification of services 
to a higher payment level within the PPS structure. Thus, more patients may be harmed by 
unnecessary infusion therapy. 

We are concerned that unallowable infusion therapy costs may have resulted in inflated base 
year costs upon which the PPS rates were based. Furthermore, we believe reimbursement 
levels for infusion therapy that are too high affect quality of care due to overutilization, just 
as low reimbursement affects quality of care thjough underutilization. Therefore, before the 
PPS rates for infusion therapy are modified, we believe that the unallowable costs identified 
in this report should be seriously considered. 

Accordingly, we recommend that HCFA: 

• consider the impact of improper payments for infusion therapy services before 
making any refinements or updates to the SNF PPS rates. In addition, if legislative 
changes are adopted which mandate the use of cost reimbursement for infusion 
services, work with the OIG to quantify a possible national error rate for infusion 
therapy services; 

• identify and recover overpayments which were made to SNFs for unnecessary and 
overpriced infusion services prior to the adoption of PPS; and 

• direct its contractors to perform medical reviews of selected SNF patients to ensure 
that patients are receiving appropriate levels of infusion therapy. 

In response to our draft report, HCFA generally agreed with our recommendations. In 
response to part of one recommendation, HCFA raised concerns about the benefit of 
establishing a national error rate for a set of services that is bundled with other sets of 
services into a single per diem rate under PPS. To take into account HCFA’s comments, we 
changed our report to recommend a national error rate calculation in the event that Congress 
adopts legislation which mandates the use of cost reimbursement for infusion services. The 
complete text of HCFA’s response is included as Appendix A to the report. 

Please advise us within 60 days of actions taken or planned on our recommendations. If 
you have any questions, please contact me or have your staff contact George M. Reeb, 
Assistant Inspector General for Health Care Financing Audits, at (410) 786-7104. 

To facilitate identification, please refer to Common Identification Number A-06-99-00058 
in all correspondence related to this report. 


Attachments 
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Memorandum 


Infusion Therapy Services Provided in Skilled Nursing Facilities (A-06-99-00058) 


Nancy-Ann Min DeParle 
Administrator 

Health Care Financing Administration 


This final report provides you with the results of our audit of infusion therapy services 
provided to Medicare beneficiaries residing in skilled nursing facilities (SNF). The 
objective of the audit was to determine if infusion therapy services provided by some 
infusion suppliers to Medicare-reimbursed SNFs were reasonably priced, medically 
necessary, and classified correctly on the cost reports. Our review of three infusion 
suppliers, for the period 1995 through 1998, showed th ey provided infusion therapy ser vices 
to Medicare-reimbursed SNFs that w ere excessively prirpd and unneces sary. In additioriT 
the three infusion suppliers billed certain infusion services incorrectly, causing those costs 
to be misclassified on the SNFs’ cost reports. This occurred because the reimbursement 
system was vulnerable to abusive billing schemes. As a result, patients were placed at 
undue risk. Medicare overpaid the SNFs, and the overpayments may have been included in 
the base year costs used to establish the prospective payment system (PPS) rates. 

The three infusion suppliers reviewed: 

• charged SNFs substantially more than prevailing rates for infusion therapy services; 

• provided infusion therapy services to Medicare patients that were not medically 
necessar> r ; and 

• improperly billed the SNFs for nursing services, which the SNFs misclassified as 
ancillary expenses on their cost reports. 

The SNFs, in turn, billed Medicare for these unallowable costs. To quantify the impact to 
Medicare, we reviewed claims submitted by 22 SNFs that used various infusion therapy 
suppliers. The vast majority of infusion services were provided by two of the three infusion 
therapy suppliers reviewed in this audit. At 22 SNFs, $4.8 million out of $9 million in 
claims reviewed (53 percent) were not medically necessary. An additional $332,000 in 
payments that were found to be medically necessary were questioned because the prices 
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exceeded the prevailing rate. Finally, anotner 5158,000 was questioned because routine 
costs were misclassified as ancillary costs on the SNF cost reports. 

The three infusion therapy suppliers we reviewed accounted for at least SI 38 million, or 
approximately 20 percent., of all infusion therapy costs reimbursed by Medicare nationwide 
during 1995 through 1998. Because these infusion therapy suppliers employed the same 
billing practices with hundreds of SNFs in several States, we are concerned that additional 
unallowable costs were paid by Medicare during 1995 through 1998. We also have 
concerns that these abusive practices may have resulted in inflated base year costs upon 
which the SNF PPS rates were based. 

In addition to the financial effects we noted above, overutilization and overpricing were 
potentially hamiful to the patients. Medical reviewers who were a pan of our audit 
concluded that patients receiving unnecessary infusion serv ices were placed at undue risk 
for complications, including increased risk of infection, fluid and electrolyte imbalance, and 
medical reactions. Funhermore, infusion sendees are invasive procedures that are painful 
and, when unnecessary', reduce the quality of life. 

One of the three infusion suppliers has entered into a S10 million settlement agreement with 
the Government to resolve its civil liability under the False Claims Act and Civil Monetary 
Penalties Law which involved delivery of infusion services in Texas and in other States. 

The other infusion suppliers and many nursing homes are the subjects of additional audits 
and investigations by the Office of Inspector General (OIG). the fiscal intermediary, and/or 
the Federal Bureau of Investigation. 

Prior to 1998, Medicare paid nursing homes through a retrospective, reasonable cost-based 
system. As our results showed, this system was vulnerable to abusive billing schemes 
because providers were reimbursed based on their costs, thus giving them a strong incentive 
to provide unnecessary' and overpriced services to increase thei r Med icare payments. 
Abusive billing arrangements between SNFs and infusion suppliers resulted in tremendous 
profits which encouraged the overutilizalion of infusion services when no treatment was 
necessary. 

Section 4432(a) of the Balanced Budget Act of 1997 (BBA) required implementation of a 
Medicare PPS for SNFs. In 1998, the Health Care Financing Administration (HCFA) 
implemented the SNF PPS for cost reporting periods beginning on or after July 1, 1998. 
Accordingly, payments are no longer based on the reasonable cost-based system, but rather 
are based on a fixed per diem which is adjusted for the patient’s acuity level. The PPS rates 
were based on mean SNF costs for the cost reporting periods beginning in Fiscal 
Year (FY) 1 995. Recently, nursing home officials have expressed concern that 
reimbursements under PPS for high-cost services, including infusion services, are too low 
and thus quality of care may be compromised. Various alternatives for changing PPS rates 
are being discussed. 
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While our audit did not focus on the accuracy of the SNF PPS rates for infusion therapy, we 
want to bring the results of our audit work to your attention should HCFA decide to change 
the reimbursement rates. We believe the adoption of PPS should help to correct the 
problem of SNFs and suppliers engaging in abusive billing schemes to increase Medicare 
reimbursements. However, PPS rates that do not reasonably reflect the SNFs’ costs of 
providing services could still result in financial windfall to the SNFs. Under PPS, patients 
may still be subjected to unnecessary services. This could occur if unnecessary infusion 
therapy services were performed which may increase the patient’s classification of services 
to a higher payment level within the PPS structure. Thus, more patients may be harmed by 
unnecessary infusion therapy. 

We are concerned that unallowable infusion therapy costs may have resulted in inflated base 
year costs upon which the PPS rates were based. Furthermore, we believe reimbursement 
levels for infusion therapy that are too high affect quality of care due to overutilization, just 
as low reimbursement affects quality of care through underutilization. Therefore, before the 
PPS rates for infusion therapy are modified, we believe that the unallowable costs identified 
in this report should be seriously considered. 

Accordingly, we recommend that HCFA: 

• consider the impact of improper payments for infusion therapy services before 
making any refinements or updates to the SNF PPS rates. In addition, if legislative 
changes are adopted which mandate the use of cost reimbursement for infusion 
services, work with the OIG to quantify a possible national error rate for infusion 
therapy services; 

• identify and recover overpayments which were made to SNFs for unnecessary and 
overpriced infusion services prior to the adoption of PPS; and 

a direct its contractors to perform medical reviews of selected SNF patients to ensure 
that patients are receiving appropriate levels of infusion therapy. 

In response to our draft report, HCFA generally agreed with our recommendations. In 
response to part of one recommendation, HCFA raised concerns about the benefit of 
establishing a national error rate for a set of services that is bundled with other sets of 
services into a single per diem rate under PPS. To take into account HCFA’s comments, we 
changed our report to recommend a national enor rate calculation in the event that Congress 
adopts legislation which mandates the use of cost reimbursement for infusion services. The 
complete text of HCFA's response is included as Appendix A. 
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INTRODUCTION 


BACKGROUND 

Infusion therapy is growing as an alternative to a wide variety of medical and post-surgical 
conditions. 

Infusion therapy is administered for: 

• pain management. 

• chemotherapy, 

• dehydration, 

• feeding, and 

• antibiotic treatment. 

Frequently SNFs contract with infusion therapy suppliers to purchase infusion services 
“under arrangement.’ 5 The infusion therapy suppliers generally provide the drugs, solutions, 
supplies, and equipment. Some infusion therapy suppliers provide the nursing services to 
administer the intravenous (IV) solutions at the SNFs. 

Prior to the implementation of PPS, the i nfusion supplier su bmitted invoices to the SNF for 
Medicare infusion therapy services. The SNF, in turn, filed a claim with the Medicare fisca l 
intermediary for these ser ices. The infusion therapy siipphe'-’s irvoice represented the 
S NFs cost for the services . The SNF's Medicare claim included the invoiced amount plus 
an additional charge to cover the SNF’s overhead. 

From 2995 through 1998, HCFA records showed that SNFs charged Medicare more than 
$1.4 billion for infusion services. These charges included the costs billed by the infusion 
suppliers and the additional administrative and general costs billed by the SNFs. 


OBJECTIVES, SCOPE, AND METHODOLOGY 


Objective 

The audit objective was to determine if infusion therapy services provided by some infusion 
suppliers to Medicare-reimbursed SNFs were reasonably priced, medically necessary, and 
classified correctly on the cost reports. 

Scope 

We performed detailed testing of charges associated with infusion drugs and supplies 
provided by three infusion companies. To quantify the impact to Medicare, we reviewed 



298 


Page 5 - Nancy- Ann Min DeParle 

claims submitted by 22 SNFs that used various infusion therapy suppliers. The vast 
majority of infusion services were provided by two of the three infusion therapy suppliers 
reviewed in this audit. For a chain of 13 SNFs, we selected a statistical sample of 100 
claims submitted during 1995 through 1998 out of a universe of 1,133 infusion therapy 
claims. The 1 00 infusion claims were tested to determine whether the prices were 
reasonable, the services were medically necessary, and costs were classified correctly on the 
cost reports. 

In addition. Mutual of Omaha, a Medicare fiscal intermediary, and HCFA medical review 
staff performed a medical review of another 154 claims from this chain. Finally, Mutual of 
Omaha performed a medical review of an additional 208 claims from 9 other nursing 
homes. 

We did not review the overall internal control structure of the selected nursing homes. The 
internal control review was limited to obtaining an understanding of the nursing homes’ 
billing processes. Our tests of internal controls were accomplished through substantive 
testing. 

Methodology 

To determine whether services were medically necessary', we obtained the medical records 
from the facilities and forwarded the records to medical professionals for medical reviews. 
The medical reviews were performed by physicians with the Texas Medical Foundation, the 
Medicare peer review organization (PRO) for Texas; nurses at Mutual of Omaha; and a 
nurse from HCFA. To determine whether the SNFs paid reasonable prices for the infusion 
services, we obtained pricing information and interviewed officials from 30 infusion 
companies in Texas to determine a prevailing price. To determine whether infusion services 
were classified correctly, we reviewed the infusion invoices, interviewed the relevant billing 
officials at the nursing homes, and traced the invoices to each nursing home’s general ledger 
and cost report. 

Field work was performed at four nursing homes in Texas; two infusion supply companies 
in Texas; Mutual of Omaha corporate headquarters in Omaha, Nebraska; and the OIG 
Dallas field office. The audit was performed in accordance writh generally accepted 
government auditing standards. 

FINDINGS AND RECOMMENDATIONS 

Excessive Prices Were Paid 

Infusion therapy suppliers charged SNFs excessive prices for infusion therapy services. The 
SNFs, in turn, passed these excessive costs on to Medicare under Medicare’s retrospective, 
reasonable cost-based system. Although Medicare imposed a prudent buyer requirement on 
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the SNFs, 1 there was little incentive for a SNF to obtain the best price. Furthermore, it was 
resource intensive for the fiscal intermediary to establish the prevailing rate that a prudent 
buyer should have paid. Consequently, there was little assurance in the cost-based Medicare 
reimbursement system that an excessive cost would be adjusted downward to reflect the 
prevailing rate. As a result, Medicare paid substantially more than market rates for infusion 
services. 


Based on a survey of infusion suppliers in Texas, we found that charges for infusion drugs 
varied widely, from as little as Average Wholesale Price (AWP), which is generally 
considered a reference price for drugs by the pharmaceutical industry, to more than 20 times 
AWP. Overall, in fusion supp li ers in Texas historically charge d one to four times AWP for 
i nfusion drug s. 2 

The following examples illustrate the excessive prices that infusion suppliers charged SNFs 
for infusion drugs: 


Percent 


Drug 

Cost to SNF 

AWP 

Difference 

Timetin 

$155.49 

$14.75 

1054% 

Bactrim 

$197.86 

$16.00 

1237% 

Cefotan 

$152.57 

$11.58 

1318% 

Vancomycin 

$269.76 

$15.60 

1729% 

Mefoxin 

$127.24 

$12.12 

1050% 


One nursing home chain paid an infusion supplier $205 per liter of total parenteral 
nutrition (TPN) during 1995. The nursing home signed a new infusion contract with 
the supplier in 1996. After the new contract was executed, the nursing home paid 
the infusion supplier SI ,1 80 per liter of TPN even though TPN was available from 
another Texas infusion supplier for $386 per liter. Upon the adoption of Medicare 
PPS, the infusion supplier lowered its price of TPN from $1,1 80 per liter to $90 per 
liter. 

The same infusion supplier charged SNFs more than $460 under the cost 
reimbursement system for three liters of sodium chlonde for hydrating patients. The 


'Section 2103 of the Provider Reimbursement Manual requires the provider to employ the prudent buyer 
concept. Specifically, the prudent buyer not only refuses to pay more than the going price for an item or service, 
but be/she also seeks to economize by minimizing cost. The intermediary excludes excess costs in determining 
allowable costs under Medicare. 

2 By comparison, Medicare Part B pays significantly less for drugs. Historically, under Medicare Part B, 
covered prescription drugs were reimbursed at AWP. As of January 1 , 1 998, Medicare Part B reimburses 
95 percent of the AWP for covered prescription drugs. 
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cost per liter to the infusion supplier was SI .06. or S3. IS for the three liters. Under 
PPS. the infusion supplier lowered its charges to S15 ($5 per liter! for the same 
hydration solutions. 

Under the cost reimbursement system. SNFs had little incentive to reduce costs. In fact. 
SNFs had an economic incentive to increase ancillary costs because Medicare reimbursed 
administrative and general costs to the SNFs based on the share of Medicare expenses 
incurred by the facilities. Consequently, by paying more for ancillary' services, the facilities 
received additional administrative and general cost reimbursement from Medicare. In 
addition, suppliers w'ere making such tremendous profits on these services that there was a 
strong incentive to provide additional services, even though the services were not medically 
necessary. 

Medically Unnecessary Services Were Provided 

Infusion therapy suppliers provided infusion therapy services to SNF residents that were not 
medically necessary. A review by medical professionals of 462 infusion therapy claims 
submitted by 22 SNFs disclosed that $4.8 million out of $9 million in charges were denied 
(53 percent). 

Because Medicare paid substantially more than the market rate for these infusion therapy 
services, there was a strong incentive to supply excessive and unnecessary services. 

Infusion suppliers took a direct interest in patient care. In fact, nurses from the infusion 
supplier routinely- assessed patients when they were admitted to the SNF, and recommended 
infusion therapy services. As a result, according to the PRO physicians, unnecessary 
infusion therapy services were performed which put nursing home patients at risk of 
increased medical problems, including infection and electrolyte imbalance. In addition, 
infusion therapy services are invasive procedures which are painful and, when unnecessary, 
reduce the quality of a patient’s life. Finally, Medicare compensated SNFs for these types of 
claims that should not have been paid. 

Title XV1I1 of the Social Security Act (the Act), section 1 862(a)( 1 )(A), states that no 
payment may be made under Part A or Part B of Medicare for items or services which are 
not reasonable and necessary for the diagnosis or treatment of illness or injury or to improve 
the functioning of a malformed body member. 

To illustrate, an 80-year-old skilled nursing patient was transferred from a SNF to a hospital. 
While in the hospital, the patient had a gastronomy tube placement to assist in eating. When 
the patient returned to the SNF, he was started on tube feedings. Even though he was 
tolerating the tube feedings well, a nurse who worked for the infusion supplier evaluated the 
patient for intravenous feeding within days of his return from the hospital. Based on her 
patient evaluation, the infusion nurse contacted the facility doctor and recommended that 
infusion services be started. The facility doctor authorized the IV feedings. The PRO 
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physician who performed a medical review of the claim determined that the IV feedings 
were not necessary because the patient had a gastronomy tube and was taking the 
gastronomy tube feedings without difficulty. The PRO physician also concluded that this 
patient’s health was placed at risk. 

Costs Were Misclassified 


The SNFs we reviewed misclassified infusion costs on their cost reports. Specifically, 
charges for nursing services and charges for equipment, such as infusion pumps and poles, 
were classified as ancillary instead of routine, despite a fiscal intermediary's determination 
that the costs should be treated as routine. Infusion costs were misclassified because the 
infusion suppliers misrepresented items on the invoices and provided misinformation to the 
SNFs about the treatment of the costs. 

Before the adoption of PPS, the reasonable cost of ancillary services and capital-related 
expenses were paid in full. Routine operating costs were paid on a reasonable cost basis as 
well; however, they were also subject to per diem limits. Sections 1861(v)(l)(A) and 1888 
of the Act authorized the Secretary to set limits on the allowable routine costs incurred by a 
SNF. 

The Provider Reimbursement Manual, HCFA Publication 15-1, sections 2203.1 and 2203.2, 
defines ancillary and routine costs for SNFs. Drugs are defined as ancillary, whereas 
reusable equipment, such as infusion pumps and poles, are defined as routine. The Provider 
Reimbursement Manual does not explicitly state whether infusion nursing costs are routine 
or ancillary. However, for items not explicitly classified, the Provider Reimbursement 
Manual requires the provider to comply with the prevailing practice in the geographic area. 
In 1994, Mutual of Omaha, a Medicare fiscal intermediary, performed a survey and 
determined that the prevailing practice in Texas was for SNFs to classify infusion nursing 
costs as routine. Mutual of Omaha issued a Medicare newsletter to all its providers stating 
that nursing costs associated with infusion services were routine. 

To market infusion services, the three infusion suppliers engaged in practices that permitted 
SNFs to bill nursing services as ancillary costs, contrary to the Medicare newsletter. In 
addition, the infusion suppliers attempted to conceal the routine costs from the fiscal 
intermediary by misrepresenting invoices that they submitted to the SNFs. 

• One infusion supplier provided a cost report consultant as part of its standard 
infusion services contract. The cost report consultant advised SNFs that all infusion 
services, including nursing services, were ancillary. 

• The same infusion supplier began charging $25 per nursing visit for its SNFs that 
filed claims with Mutual of Omaha as a result of Mutual of Omaha's newsletter. 
However, the supplier paid its nurses more than $25 per visit. The shortfall was 
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made up by increasing the price of the infusion drugs that the SNF was charged. The 
infusion supplier did not charge for the nursing visits for its SNFs that filed claims 
with Blue Cross of Texas, another Medicare fiscal intermediary. These SNFs were 
charged even higher prices for drugs. 

• Marketing representatives from an infusion supplier informed prospective SNF 
clients that nursing sendees were free. The supplier was able to provide the "free" 
sendees by increasing the price of the infusion drugs. 

• Another infusion supplier did not charge SNFs for nursing sendees. To cover the 
cost of the nurse, this supplier increased the price of infusion drugs by $1 10 per bag. 

• Finally, another infusion supplier had a policy to charge $50 per nursing visit. 
However, the invoices that this supplier provided to SNFs disguised the $50 nursing 
charges as "ancillary supplies." 

As a result of the misrepresentations. Medicare reimbursed the SNFs for costs that should 
have been classified as routine costs. These costs should have been subject to the routine 
cost limits. Instead, by claiming them as ancillary costs, there was no cost limit. 

Monetary Impact of Unnecessary and Excessively Priced Infusion Sendees 


Of the $9 million in audited claims submitted by 22 SNFs, $4.8 million in claims were not 
medically necessary. An additional $332,000 in payments that were found to be medically 
necessary were questioned because the prices exceeded the prevailing rate. Finally, another 
$158,000 was questioned because routine costs were misciassified on the cost report as 
ancillary costs. 

One of the three infusion suppliers we reviewed has entered into a $10 million settlement 
agreement to resolve its civil liability under the False Claims Act and Civil Monetary 
Penalties Law which involved delivery of infusion services in Texas and in other States. 

The other infusion suppliers and many nursing homes are the subjects of additional audits 
and investigations by the OIG, the fiscal intermediary, and/or the Federal Bureau of 
Investigation. 

Adoption of PPS 

Section 4432(a) of the BBA required implementation of a Medicare PPS for SNFs. In 1998, 
HCFA implemented PPS for SNFs for cost reporting periods beginning on or after July 1 , 
3998. The PPS rates were based on mean SNF costs for the cost reporting periods 
beginning in FY 1995. 
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Since the adoption of PPS, concerns have been raised that reimbursement levels for 
high-cost services, including infusion therapy, are too low. Consequently, quality of care 
may be compromised. Various alternatives for changing PPS rates are being discussed, 
including establishing infusion therapy as a “carve-out” service. Under this approach, all 
costs associated with the service would be reimbursed similar to the Medicare SNF 
reimbursement system in place before 1998. Other alternatives include pending legislation 
which would increase the PPS rates for certain high-cost services, including infusion 
therapy. Another proposal is to change the base year for establishing PPS rates from 1995 
to 1997. Underpinning these alternatives is an assertion that the 1995 base year does not 
accurately represent increases in patient acuity that occurred at SNFs during 1996 through 
1998. While infusion therapy charges did increase significantly after 1995, these increases 
cannot be attributed solely to increased acuity levels. In fact, we are concerned that 
increases in infusion therapy charges over this period may have been dramatically impacted 
by the abusive practices described in this audit report. 

CONCLUSION AND RECOMMENDATIONS 

While our audit did not focus on the accuracy of the PPS rates for infusion therapy, we w'ant 
to bring the results of our audit work to your attention should HCFA decide to change the 
reimbursement rates. We believe the adoption of PPS should help to correct the problem of 
SNFs and suppliers engaging in abusive billing schemes to increase Medicare 
reimbursements. However, PPS rates that do not reasonably reflect the SNFs’ costs of 
providing services could still result in financial windfall to the SNFs. Under PPS, patients 
may still be subjected to unnecessary services. This could occur if unnecessary infusion 
therapy services were performed which may increase the patient’s classification of services 
to a higher payment level within the PPS structure. Thus, more patients may be harmed by 
unnecessary infusion therapy. 

We are concerned that HCFA may not have made adjustments for unallowable infusion 
therapy costs prior to the implementation of PPS. 3 The three infusion suppliers audited 
accounted for at least $138 million, or approximately 20 percent of all infusion therapy 
costs incurred by Medicare nationwide during 1995 through 1998. 4 Because the infusion 
therapy suppliers employed the same billing practices with hundreds of other SNFs in 
several States, we are concerned that additional unallowable costs were paid by Medicare 


3 The issue of improper payments being included in the SNF PPS base year period costs was previously 
reported in our report entitled, "Review of the Health Care Financing Administration’s Development of a 
Prospective Payment System for Skilled Nursing Facilities’’ (Report A- 14-98-00350 dated July 1998). 

4 Berween 1995 and 1998, SNFs charged Medicare a total of SI .4 billion for infusion therapy services. 
When SNFs billed Medicare for ancillary services, the SNFs would markup the direct costs they incurred to 
establish the Medicare charge. Generally, the markup was 100 percent of the direct costs. Accordingly, direct costs 
associated with infusion therapy services were about S700 million. The $138 million billed to SNFs by the three 
infusion therapy suppliers thus equates to about 20 percent of the total direct costs. 
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during 1995 through 1998. We also have concerns that these abusive practices may have 
resulted in inflated base year costs upon which the PPS rates were based. Furthermore, we 
believe reimbursement levels for infusion therapy that are too high affect quality of care due 
to overulilization, just as low reimbursement affects quality of care through underutilization. 
Therefore, before the PPS rates for infusion therapy are modified, we believe that the 
unallowable costs identified in this report should be seriously considered. 

Accordingly, we recommend that HCFA: 

• consider the impact of improper payments for infusion therapy services before 
making any refinements or updates to the SNF PPS rates. In addition, if legislative 
changes are adopted which mandate the use of cost reimbursement for infusion 
services, work with the OIG to quantify a possible national error rate for infusion 
therapy services; 

• identify and recover overpayments which were made to SNFs for unnecessary and 
overpriced infusion services prior to the adoption of PPS; and 

• direct its contractors to perform medical reviews of selected SNF patients to ensure 
that patients are receiving appropriate levels of infusion therapy. 

HCFA COMMENTS AND OIG RESPONSE 


In response to our draft report, HCFA generally agreed with our recommendations. In 
response to part of one recommendation, HCFA raised concerns about the benefit of 
establishing a national error rate for a set of services that is bundled with other sets of 
services into a single per diem rate under PPS. To take into account HCFA’s comments, we 
changed our report to recommend a national error rate calculation in the event that Congress 
adopts legislation which mandate the use of cost reimbursement for infusion services. The 
complete text of HCFA's response is included as Appendix A. 
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DATE: - : 

TO: June Gibbs Brown 

Inspector Genera! 

FROM Michael M Hash 

Deputy Administrator 

SUBJECT Office of Inspector General (OIG) Draft Report ' Infusion Therapy in 
Skilled Nursing Facilities," (A-06-99-000581 




Thank you for the opportunity to review the above-subject report that examines infusion 
therapy services provided to Medicare-reimbursed skilled nursing facilioes (SNFs) prior 
to the implementation of the Prospective Payment System (PPS), 

The OIG found that all three of the infusion suppliers reviewed charged SNFs excessive 
pnces for infusion therapy, provided unnecessary infusion services to SNF patients, and 
improperly billed SNFs for nursing services that the SNFs. in mm. misdassified on the 
Medicare cost reports. The findings raise concerns that these abusive practices may have 
resulted in inflated base year costs upon which the PPS rates were based. 

The report makes convincing case that, tn the past, medically unnecessary infusion 
therapy services were furnished to the extent that they became a threat to panent safety 
We agree with the OIG that medically unnecessary infusion services could lead to 
patients being harmed. The health and safety of our beneficiaries is a paramount concern 
of the agency. 

The report demonstrates that problems of over utilization are common in a cost 
reimbursement system. In recognioon of the vulnerabilities inherent in such a system, the 
Congress required the Health Care Financing Admimstranon (HCFA) to implement a PPS 
for SNFs. HCFA began to implement the new PPS on July 1, 1998, and all Medicare- 
participating SNFs were paid under this system before July 1, 1999. 

Taken by itself, the PPS may still encourage overuse of services. For this reason, we 
issued new medical-review guidelines to our fiscal intermediaries to assess whether 
services were reasonable and necessary as they determine whether a payment was made 
properly. In addition, HCFA recently published new medical review guidelines regarding 
Medicare’s new SNF PPS, and we plan to hold related training in the current fiscal year. 
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Because we have instituted a rcu payment system uhich departs quire significantly from 
die oid, cost reimbursement pjsnien; $>s;em. we beiicvc :: :s essential tc gam a more 
complete understanding, as soon as possible, of me nature and distribution of any 
patient errors being made Hence, ws* have mstructed cur contractors to concentrate 
their efforts on random renew of claims, and plan to use those results to focus additional 
efforts. 

If we find problems m therapy use or other areas during these random reviews, we will 
move quickly to instruct contractors to focus cn Those problem areas. This will ensure 
that we devote appropriate resources to therapy use. 3s the report recommends 

Our specific comments on the report recommendations follow 

OIG Recommendation 

HCFA should consider the impact of improper payments for infusion therapy services 
before making any refinements or updates to the PPS rates. 

HCFA Response 

We concur While the report utilizes a relatively small sample, it nevertheless raised 
important questions concerning the appropriateness of the delivery and historical pricing 
of infusion therapy services in SNFs. It will be important for HCFA to consider the 
issues raised as work on refinements to the SNF PPS case mix adjustment progresses. 

In fact. HCFA is using standardized measures of pricing in its research on the refinements 
to the PPS 

OIG Recommendation 

HCFA should work with the OIG and the fiscal intermediaries and Medicare Integrity 
Program contractors to quantify a possible national error rate for infusion therapy 
services, and to identify and recover overpayments which were made to SNFs for 
unnecessary and overpriced infusion services prior to the adoption of PPS. 

HCFA Response 

We concur in part We will recover overpayments where appropriate. However, 
regarding quantifying a possible nanonal error rate for infusion therapy services, 
establishing and tracking an error rate for a particular service (such as infusion therapy) 
would not be beneficial from a payment perspective. Each SNF PPS case-mix category 
(i.e., Resource Utilization Group) bundles all applicable services furnished to a 
beneficiary into a single per diem rate. As a result, all services furnished in a group are 
bundled into SNF prospective payment categones and all services arc reviewed for 
appropriate utilization and coverage To establish a national payment error rate and 
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tracking system for the particular service tha: is included wimm a payment category ar.a 
if denied ma> no r adjust a payment ievd ) would not sign;?; c-mm generate a medica; 
review benefit. 

OIG Recommendation 

HCFA should direct its contractors to perform medical renews of selected SKF panents 
to ensure that patients aie receiving appropriate levels of infusion therapy 

HCFA Comment 

We concur. Since May 1999 we have directed our contractors to perform medical review 
of SNF PPS claims on a random basis (Transmittal NO. 99-20. “Payment Safeguard 
Review of SNF Prospective Payment Bills”). We, therefore, believe that all facilities will 
be at risk of being selected for review, and that those patients receiving infusion therapy* 
will be reviewed for appropriate utilization levels. 
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(etoposide phosphate) for Injection 


Launch Plan 

Anticipated Launch: September/October 1995 


BRAND POSITIONING STATEMENT: 

Etopophos® (etoposide phosphate) for Injection is a water-soluble 
prodrug of etoposide which displays identical activity to the parent 
compound. The solubility of Etopophos in aqueous solutions provides 
distinct benefits over etoposide. Etopophos can be infused over as few 
as 5 minutes without causing hypotension and can be admixed in 
concentrations as high as 20 mg/mL. Etopophos represents a significant 
advance in the clinical and practical utility of podophyllotoxin 
derivatives. 

" 5 / 20 " 

(Five minute infusions/20 mg/mL concentration) 

Larry J. Lunak 
September 6, 1995 
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Executive S umm ary 


la 1983. Bristol-Myers introduced VePesid® (etopcside) for Injection to the oncology 
community. In the 10 years in which the brand enjoyed domestic exclusivity, VePesid 
grew to become the highest selling cytotoxic in the United States. The year 1993 marked 
the apex of VePesid injectable growth with net sales in excess of$188 MM. With a strong 
clinical database and over a decade of experience, etoposide ranks as one of the most 
valuable agents available to today's clinicians in the fight ag ains t cancer. 

The year 1987 saw the introduction of VePesid® (etoposide) capsules. Providing etoposide 
in a convenient oral form, VePesid capsules allowed clinicians to take advantage of a 
growing body of clinical data that, by 1990, suggested chronic, low dose exposure to 
etoposide provides a measurable benefit over traditional three day intravenous dosing. In 
1993, VePesid capsules produced net sales of approximately S20 MM. Fueled in part by 
the Medicare Cancer Coverage Improvement Act, 1994 net sales of VePesid Capsules 
grew over S5 MM to $25.6 MM — a 27 percent growth over 1993. 

Together, VePesid capsules and injectable reached total net sales of $208 MM in 1993. 
Aside from setting the brand and divisional sales record in that year, 1993 also marked two 
very important changes in the VePesid Market — the introduction of three new VePesid 
vial sizes (150 mg, 500 mg, and 1 gram) and, more imp ortantly the loss of the 
compound's exclusivity protection on November 11, 1993. 

Although actual generic competition did not become a reality until February 14 of 1994, 
it had been anticipated as early as November of 1993. In expectation of such competition, 
BMOD instituted an aggressive partnering program with individual hospitals and Group 
Purchasing Organizations (GPOs) to support continued brand loyalty in the face of generic 
competition. Through the seemingly tireless work of the Bristol Laboratories Oncology 
Products sales force, over 1,500 hospitals and nearly 70 percent of all oncologists’ office 
practices enrolled in BMOD's VePesid programs. 

As a result of generic competition, final net sales for VePesid for Injection' fell to $108.4 
MM in 1994. Although at first glance this $72 MM drop seems dramatic, the $108.4 MM 
figure is quite respectable in light of mar ket conditions. Facing nearly a full year of 
competition, the brand lost only 42 percent of its 1993 net sales. This loss was nearly 
evenly split between lost units (appro ximate ly 20 percent) and reduced net sales price (also 
approximately 20 percent). In addition, hospital groups having signed VePesid contracts 
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during 1993 received as much as 1.2 months of VePesid during the last week of 
December. Contractees signed during 1994 also received equivalent amounts of free 
■VePesid. As a Result, net sales figures actually underestimate the amount of VePesid 
successfully channeled into the marketplace in 1994. 

Despite its overwhelming acceptance by the oncology community, etoposide as a clinical 
compound has several drawbacks. The molecule has a very low water solubility’ and must 
be produced in a non-aqueous form for parenteral administration. To achieve a 
pharmaceutically elegant product, etoposide must be formulated with a variety of 
excipients (citric acid, ethanol, benzyl alcohol, modified polysorbate 80, and polyethylene 
glycol). As a consequence of its formulation, VePesid must be administered over 30 to 
60 minutes to decrease the patient's risk of experiencing excipient-induced hypotension. 
As a result of etoposide's low water solubility, VePesid admixtures cannot exceed 0.2 to 
0.4 mg/ml. without running the risk of the product precipitating. Also, the excipiems used 
in the manufacture of etoposide injecdon produce a physio/chemical reaction with acrylic 
and AJBS polymers which precludes the product's use with many chemo safety devices. 

Etopophos® (etoposide phosphate) for Injection eliminates man y of these concerns. A 
phosphate ester of etoposide, Etopophos is readily water soluble. Being highly water 
soluble, Etopophos can be manufactured as a lyophilized powder, avoiding the use of the 
various excipients which impart many of the negadve attributes of etoposide for injecdon. 
Thus, etoposide phosphate can be administered over as few as five minutes, can be 
admixed at concentrauons as high as 20 mg/mL (compared to a maximum concentration 
of only 0.4 mg/mL for etoposide), and the formulation will not interact with acrylic and 
ABS polymers often used in chemotherapy admixture safety devices. 

Etoposide phosphate is a pro-drug of etoposide. Upon parenteral administration, etoposide 
phosphate is rapidly and completely cleaved by circulating plasma phosphatases to yield 
etoposide. Thus, Etopophos eliminates the vast majority of etoposide’s formulation 
drawbacks while still providing identical pharmacokinetic/pharmacodynamic properties. 

Providing etoposide in the form of a phosphate ester results in a larger molecular weight 
for the compcxmd. In fact, etoposide's molecular weight is 13.6% higher than the parent 
compound. As a result, Etopophos will be presented in single-dose vials containing 113.6 
mg of etoposide phosphate — a dose equivalent to 100 mg of etoposide. Since the drug 
becomes — for all practical purposes — etoposide once administered each vial will be 
treated by the admixing professional as a 100 mg vial of etoposide. 

Exclusivity for the compound is assured through 2007. However, therapeutic substitution 


2 



311 


of VePesid® (etoposide) for Injection and its generic competitors will continue to 
negatively impact upon Etopophos. Etopophos' physio/chemical attributes will serve as 
powerful differentiating feamres which should favor brand selection. In fact, BMS market 
research has shown Etopophos can maintain a premium price in the etoposide market. 
However, it must be noted that this premium differential falls as the market price for 
generic etoposide falls. 

The Etopophos New Drug Application (#2CM57) was submitted to the FDA for 
consideration on June 28, 1994. During the Agency's 45-day filing meeting the 
application was deemed to be "fileable. " In addition, since the Etopophos NDA does not 
go beyond indications currently existing for the parent compound, the Agency determined 
the application need not undergo review by the Oncology Drugs Advisory Committee 
(ODAC). Based upon these facts, the FDA's Division of Oncology Drug Products initially 
anticipated completing their review of the application by year end, 1994. However, this 
did not come to pass. Approval is now anticipated in an August to September 1995 
timeframe. 

Upon launch, positioning strategy will stress the clinical equivalency of Etopophos to 
etoposide. The advantages of the brand (i.e., the ability to administer over as few as five 
minutes, the ability to admix at concentrations up to 20 mg/m L without risking 
precipitation, etc.) will be emphasized to justify the brand’s premium price. Lastly, the 
financial advantages of conversion from etoposide to Etopophos will be stressed. 

Appendix I. outlines a comparison of Etopophos and etoposide. This comparison and the 
brand positioning statement appearing on the cover of this plan represent the main thrust 
of the positioning strategy. 
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2. Cannibalization of VePesid® (etoposide) for injection Business 

It is anticipated that the availability of Etopophos will result in the cannibalization 
of a portion of the existing VePesid and generic etoposide business. This is a 
logical assumption in light of the "saturated" etoposide market which has existed 
since the late 1 980's . If correctly priced, the advantageous profile of Etopophos 
should result in a substantial shift in etoposide purchasing patterns toward 
Etopophos with the brand "cannibalizing" 25 to 30 percent of sales within the first 
12 months. 

How can BMSO best position Etopophos to cannibalize both VePesid injectable and 
regain share from its generic competitors? 

3. Pricing Concerns 

The launch of Etopophos represents the introduction of a premium product into a 
saturated and increasingly price-sensitive market. Since the advent of generic 
competition, the VePesid® (etoposide) for injection average selling price has 
declined by over 33 percent ($59 versus $109 per 100 mg vial) as of May 1, 1995. 
Future erosion is expected in light of multiple etoposide approvals expected 
throughout 1995. 

The Etopophos product profile is significantly superior to that of etoposide for 
injection and is expected to support as much as a 20 percent price premium over 
VePesid injectable and its. generic competitor(s). Market Research indicates, 
however, that the amount of premium the market will bear diminishes as the generic 
price erodes. As a result, at anticipated levels of S 65.00/100 mg etoposide, 
Etopophos may support only a 10 to 15 percent premium. Once established, 
Etopophos may be able take advantage of the compound's superiority and maintain 
its pricing despite continued erosion of the VePesid/generic market. 

In light of the delay in product approval and the expected rapid decline in market 
price due to multiple generic competitors, a decision may need to be made as to 
whether the brand is better served by attempting to be price competitive (with a 
premium) or to establish a higher price for the brand and allow it to fill a niche 
market where its advantages are best employed. Consideradon of the latter oprion 
will become increasingly im p or tant if Agency approval is significantly delayed. 

How can BMSO best implement a pricing strategy for Etopophos to ensure the 
brand maintains its introductory price in the face of further declines in market 
etoposide pricing and still maintain a market share of 30? 


5 
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4. Physician Pricing Incentives 

Currently, physician practices can take advantage of the growing disparity between 
VePesid's list price (and, subsequently, the Average Wholesale Price [AWP]) and 
the actual acquisition cost when obtaining reimbursement for etoposide purchases. 
If the acquisition price of Etopophos is close to the list price, the physicians' 
financial incentive for selecting the brand is largely diminished. 

To provide adequate financial incentive for the use of Etopophos, the following 
strategies could be employed: 

1. Reduction of the VePesid AWP. Under this option, the list price and/or 
AWP for VePesid would be reduced from its current level to the highest bid 
price currently in the marketplace. 

2. Establish a premium list price for Etopophos (etoposide phosphate) for 
injection. A list price of $120.54 would represent a 15 % premium over the 
current VePesid (etoposide) for injection MD direct list price of $104.82, 
while $125.57 would represent 115% of the wholesale list price of $109.19. 

Volume based conversion discounts would be extended to: 

■ Physician Practices (through BMOTN) 

■ Hospitals (through GPO Partnerships) 

■ Non-GPO Hospitals (through competitive bidding) 

■ All other channels of trade (also through competitive bidding) 

How can BMSO best price and discount Etopophos to negate any financial dis- 
incentives when compared to current reimbursement levels for VePesid and the 
generic etoposides? How can such a program be instituted to result in an average 
selling price of $75.00 per 100 mg equivalent Etopophos vial? 

5. Lack of Market-Driven Clinical Data 

Upon launch, relatively little efficacy data will be available for Etopophos® 
(etoposide phosphate) for injection. This is not a great concern since the compound 
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09/10/01 

22:30 

Range: From - 
Thru - 


Page 

McKesson ECONOLINK System 
Facility: VENA CARE 

00074-6533-01 Selected 3y: NDC Code 

00074-6533-02 Sorted By: NDC Code 


•script ion: VAN COM Y FTV 1GM ABB 1C 

Economost #: 2505626 
Local # : 

Generic: 41281 VANCOMYCIN HCL 
Therapeutic: 081228 MISCELLANEOUS ANTIBIOTICS 
NDC: 00074-6533-01 
UPC: 3-00746-53301 
Mfg Name: A3BOTT LABORATORIES HOSP 
Alt Source: 

Alternate ID: 

AWP: $177.25 

AWP Last Updt: 06/19/01 

REG Price: $151.02 Qual Qty: 0 

" Start Date: 00/00/00 End Date: 00/00/ 

CNTR/SPCL Price: $43.67 Qual Qty: 1 


Subst Econo # : 

Local Dept: 

Mica Dept : DA 

Form: VIAL 
Mfg Unit: UNIT 
Strength: 1G 
Schec: 6 
Std Ord Min: 001 

Sice: 10.00 

Order Unit: EA 
Case Qty: 00005 
Price r ‘D : 

00 Last Update: 04/20/00 
Price CD: E 


Start Date: 07/01/01 End Date: 06/30/02 Last Update: 08/09/01 


Retail Price: 

.00 

Reg Code: 

Retail Type: 


Reg Price: 

Rtl Base Cost : 

.00 

A.W.P. : 

National Cost: 

.00 

Profit % : .00 

Sugg Retail: 

.00 

Label Cnt: 

Zone Cust : 


Last Maint: 00/00/00 

Reorder Quantity: 


Source Supply: 0000 

Reorder Point: 

.00 

Inventory Cnts: 

k. Velocity Ind: 


Physical Loc: 
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Facing an Impending Budget Crunch, 

States Seek to Curb Medicaid Costs 

By AMWEW CAFEREY 

Snff ktporer orniE Wall strut journal 

MEDIC AID is looking liko a budget buster again. 

The mammoth health program that provides health and nursing-home 
care to low-income and elderly residents is being hit by an explosion 
in prescription-drug use and a surge in caseloads - just as states are 
beginning to struggle with fast-declining revenues. As a result, stales 
are deploying multiple strategies to wring as much as several hundred 
million dollars in savings from their Medicaid programs. 

States, however, aren’t seeking to cut the politically |wt, 7 ’l(VWAj ] 
popular benefits; in fact, they axe looking for ways s mmrurr j 
to maintain - and even expand — services. Instead, • 
states are looking for more concessions from 
hcalth-care providers. j 

The pharmaceutical industry is the main target, iC3_!lJItD*35 

because slates say the drug-cost component of Medicaid is rising at 
more than 20% annually. In spending proposals submitted to 
Legislatures m Missouri, Maine, Florida and others, governors arc 
seeking bigger discounts from manufacturers and restricted access to 
expensive brand-name drugs. In other states, including New Jersey 
and Connecticut, governors arc proposing thal local pharmacies be 
required to lower their pnees. 

Meantime, nursing homes and hospitals that treat Medicaid patients 
are another target. Proposed budgets in states such as New York, Ohio 
and Indiana contain provisions to cut reimbursement rales. 

Sharing the Pain 

Total slnlc Medicaid costs arc projected to rise 8% to 12% for the 
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fiscal year Be ginning July 1 , while tax revenues in some states aie — 

expected to grow by only 3 % to 4.5%. And many stales arc moving to 
expand coverage to include more uninsured Americans. Connecticut 
tiag i new program that is expecied to cost 530 million to cover 
18,000 working parents over the next fiscal year. Ohio is proposing to 
add nearly 5,000 new beds for disabled, mentally retarded and elderly 
nursing-home residents. 


Bui with states loath to cut Medicaid 
benefits --and concessions from providers 
li kely to cover only part of the higher costs 
— budget writers 2 re looking elsewhere in state government to save 
money. The rest of stale government is dramatically impacted," says 
Timothy Keen, assistant budget director in Ohio, where Medicaid 
costs are projected to rise 7.7% for the fiscal year beginning July. 
Under Gov. Bob Taft’s proposed budget, 27 state agencies would see 
funding cut from current levels. For instance, drug-and-a! cohot 
addiction services would see a S2.5 million cut. 

Wednesday in Connecticut, which faces nearly an 11% increase in 
Medicaid costs. Gov. John Rowland plans to announce a hiring freeze 
on all noncritical agencies in his spending plan for fiscal 2002. Marc 
Ryan, the sun.- budget director, says Medicaid will account for S249 
million, or 55% of the $450 million in new spending the 
administration seeks for next year’s budget. 
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And in Missouri, "we’ve had to 
do perhaps the biggest core cuts 
to our agencies in years, “ says 
budget director Brian Long. In 
part because of Medicaid costs, 
the sure won’t fund increased 
costs for school' transportation 
and special education, for 
example. 

To be sure, slates have access to 
other resources, such as funds 
from the tobacco-industry 
lawsuit, to indirectly ease 
pressures on Medicaid. Some 29 
states are moving to exploit a 
loophole that allows them to 
recoup billions of dollars from 
the federal government for care at 
county-run medical facilities. 
States have several more years to 
tap into this pot of money, though 
the federal government is 
considering closing the loophole. 



More Concessions 


Still, the pressure is on to attack Medicaid costs themselves. Here's a 
closer look at some plans to pare those expenses: 

• Squeezing drug makers: Five years ago, prescription drugs 
were 8% of Florida's Medicaid costs; next year they will be 
19% of total spending: says state Medicaid director Bob Sharpe. 
He says higher drug costs account for 70% of the SI. 5 billion 
increase in Medicaid expenses projected for next year. 

Florida has perhaps the most ambitious state plan to wring 
concessions from drug makers. Gov. Jeb Bush proposes to save SHOO 
million in state funds next year by forcing drug companies to increase 
the rebates they offer Medicaid programs, to 25% from 19%. 
Companies that don't comply would find their medicines on a 
restricted list that makes it harder for doctors to prescribe them, says 
Mr. Sharpe. 

An industry trade group, Pharmaceutical Research and Manufacturers 
of America in Washington. D C., says it will oppose the plan because 
it would set ofT a chain reaction among other stales to demand similar 
deeper discounts. 

• Going to generics: Missouri’s proposed budget is one of 
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several seeking to hire consultants to examine such things as 
whether physicians are prescribing effective but cheap generic 
drugs. Maine's spending plan would mandate generic 
substitutes where possible and limit the number of doctors from 
whom a single patient can get a prescription. 

• Targeting druggists: Nearly 20 states have adopted or are 
considering measures to require deeper discounts from 
pharmacies and cut the fees druggists get for filling 
prescriptions, says the National Association of Chain Drug 
Stores, an Alexandria, Va., trade group. But die group’s general 
counsel, Larry Kocut, says targeting his members doesn't make 
sense. “If drug costs are rising, and we have no control over the 
utilization, cutting us doesn't really solve the problem," he says. 
Most states want to raise average discounts to 15 e /i from 1 0% 
and cut pharmacists dispensing fees to, for example, $ 2 from 
S4. New Jersey's budget proposes only the larger discounts, and 
only from drug stores that fill more than 10,000 prescriptions a 
year. 


• Pressuring the providers: Indiana has proposed cutting its 
reimbursements to hospitals and nursing homes by 5 %. Those 
and other measures arc part of a S61 million savings package 
Indiana officials proposed under pressure from slate legislators 
who are concerned about a projected 92 % rise in Medicaid 
next year and want more money for public education. 

Nursing hemes in Indiana say they couldn't afford a 5% cut. "1 think 
we're at a desperation point," says Rodney McBride, vice president of 
the Bloomington Hospital and Health Care System in Indiana, which 
is closing one of its four nursing homes because it’s losing money 
providing caxe to Medicaid patients. 

The battle to curb Medicaid costs is likely to prompt many such 
complain is. "People will be very upset about our budget," says 
Connecticut's Mr. Ryan. "Rrankiy it's not as bad as we'll see in the 
future if medical- inflation trends continue as they are and if revenue 
trends continue down." 


Write to Andrew Caflrcy at 



3/IIV200I 9:27 AM 



327 




N-A-CARE 

OF THE FLORIDA KEYS, INC. 


A Home I.V. and Nutritional Service 



June 12, 1997 


913 FLEMING ST 
KEY WEST, FLA 333- 
(305)292-1615 
FAX 005)292-173 


Dr. Bruce Vladeck 
Administrator 

Health Care Financing Administration 
Department of Health and Human Services 
200 Independence Blvd. S.W. 

Hubert Humphrey Building Room 31 4G 
Washington, D. C. 20201 

RE: THE HEALTH CARE FINANCING ADMINISTRATION’S KNOWING 

SQUANDERING OF MORE THAN ONE BILLION DOLLARS OF MEDICARE 
FUNDS FOR PARENTERAL NUTRITION. 


Dear Dr. Vladeck, 

Ven-A-Care of the Florida Keys, Inc., "VAC”, has for the past six years attempted to assist 
the Health Care Financing Administration, “HCFA\ in limiting infusion and inhalation 
pharmaceutical reimbursements to the reasonable levels contemplated by United States 
laws and regulations. 

One of the specific pharmaceutical products is Total Parenteral Nutrition, “TPNV TPN is 
covered under the Prosthetic Device Benefit of Part B of the Medicare Program. During the 
past six years, VAC's officers, directors and legal counsel have made countless telephone 
calls, written numerous letters, created numerous reports and made detailed presentations 
to HCFA and other responsible governmental officials detailing the grossly excessive, price 
gouging reimbursements that the Medicare Program is making for TPN. For years, VAC 
characterized these payments as being unwittingly made by HCFA. However, after six 
years of knowledge by HCFA and no discemable action concerning these grossly excessive 
reimbursements, these payments can no longer be charactenzed as unwitting. 

Enclosed herewith you will find a toilet seat, together with a bag of TPN, HCPCS code 
B4199, that has been admixed with parenteral nutntion lipids 20%, HCPCS code B4186. 
The toilet seat is symbolic of the grossly excessive payments made a number of years ago 
by the Pentagon. Tc this day, Americans still remember the Pentagon's $400.00 toilet 
seats. Fortunately, for American taxpayers, the Pentagon only purchased a limited number 
of the infamous $400.00 toilet seats. Conversely. HCFA .after six years of knowledge about 
the true costs for TPN and ancillary supplies continues to allow grossly excessive payments 
to be made. The bag of TPN enclosed herewith and the ancillary supplies and pump costs 
VAC a total of $48.90 per dav , yet our Nation’s Medicare Program which you administer 
continues to allow $427.67 per day for TPN (HCPCS codes B41 99, B41 86, B4224, B4220, 
B9006RR, and E0776RRXA). 


24 Hour Beeper Service • 745-0269 
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Dr. Bruce Viadeck 
HCFA 

June 12, 1997 
Page 2 

Financial data obtained from the Part B Extract and Summary System ‘BESS* reports 
indicates that the Medicare Program has allowed approximately $1.4 billion dollars during 
the last six years for parenteral nutrition and ancillary supplies and pumps. Your agency’s 
inability to act responsibly and take corrective action has cost our Nation's Medicare 
Program approximately $1,176 billion dollars in excessive payments during the past six 
years { computation equals VAC’s cost plus a reasonable 40% profit margin). You should 
be ashamed of your agency's course of conduct particularly in light of the fact that the 
Medicare Program is now raising beneficiaries' Part B premiums and the Medicare Part A 
Program’s financial solvency is in jeopardy. 

We have elaborated in previous communications the fact that during the past six years 
Medicare's allowable for TPN has risen despite the fact that the cost in the private sector 
has fallen dramatically. The Medicare Program now pays two to three times the amounts 
that private insurers pay for TPN. 

If you fail to heed our last cry for you and your agency to take responsible action, your 
legacy as the Administrator of HCFA may well be remembered as the Administrator 
responsible for purchasing Medicare's version of the infamous $400.00 toilet seats. We are 
aware that this letter is less than cordial. However, we hope that you will find our frankness 
and candor sobering and will finally take some immediate corrective action. Be advised that 
we are willing to wait no more than thirty days (30) from the date of this letter for you or 
your agency to send to us a copy of your plan outlining the corrective measures and 
timetable for implementation before VAC seeks to implement its own corrective plan. 



cc: minus toilet seat and TPN 
HHS Secretary, Donna Shalala 
Inspector General, June Gibbs Brown 
Congressman Fortney "Pete" Stark 
Terum Rosengren, GAO 

Michael Hertz, Esquire, United States Department of Justice 
James Breen, Esquire. Wampler, Buchanan and Breen 
Atlee Wampler III, Esquire, Wampler, Buchanan and Breen 


933 Fleming Street 


VEN-A-CAf?E of the Florida Keys, Inc. 


Key West. Florida 3. 
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N-A-CARE 

OF THE FLORIDA KEYS. INC. 


A Home |.V. and Nutritional Service 



933 FUMING st 
KEY WEST. FLA 330 
(305) 292-1 636 
FAX (306) 292-17: 


August 13, 1997 


Dr. Bruce Vladeck 
Administrator 

Health Care Financing Administration 
Department of Health and Human Services 
200 independence Blvd. S.W. 

Hubert Humphrey Building Room 314G 
Washington, D.C. 20201 

RE: THE HEALTH CARE FINANCING AD MINI STR AT ION'S KNOWING 
SQUANDERING OF TENS OF MILLIONS OF DOLLARS ANNUAL LY 
IN PRECIOUS MEDICARE AND MEDICAID PROGRAM FUNDS BY 
FAILING TO ACT RESPONSIBLY BY STOPPING THE MEDICARE 
CARRIERS AND STATES' MEDICAID AGENCIES FROM PAYING 
PROVIDERS MORE FOR CERTAIN GENERIC DRUGS THAN THEIR 
EQUIVALENT BRANDS 

Dear Dr. Vladeck, 

We are again writing to you to provide you and your agency, the Health Care Financing 
Administration (“HCFA 1 '), with the opportunity to act responsibly. 

Approximately two years ago. we gave HCFA specific examples of pharmaceuticals 
wnereby the Medicare ana States Meoicaia programs were paying providers MORE FOR 
GENERIC DRUGS THEN THEIR EQUIVALENT BRANDS. Many examples showea that 
the State's Medicaid Programs were paying more then TWICE the amount for generic's 
then the equivalent brands. After two years of knowledge about this outrageous waste of 
the Programs funds, neither you nor HCFA have taken any discemable action. Be 
apprised that due to HCFAs inaction tnis prob'em nas now expanded to include other 
orugs YOUR ADMINISTRATION’S COURSE OF CONDUCT CONCERNING THIS 
MATTER IS IRRESPONSIBLE AND UNACCEPTABLE. 

This type of irresponsible management and wasteful spending is deserving of a chapter 
in the popular book entitled 1_he Death of Common Sense. Enclosed you will find three 
charts which compare reimbursements currently being made by the Medicare and States 
Medicaid Programs fo r gener.c drugs versus men equivalent brands 

I realize tnat your tenure as hCFA s Acmmisuatcr win soon end however, if you fail to 
take immediate action concerning this matter, you will be remembered as the HCFA 
Administrator who knowingly allowed the Medicare Program to purchase tine equivalent of 
$400.00 toilet seats (TPM) and for allowing the Medicare and States’ Medicaid ProgiUms 
to pay more for generic drugs than their equivalent brands 


24 Hour Beeper Service * 745-0269 
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Dr. Bruce Vladeck 
HCFA 

August 13, 1997 
Page 2 

Be advised that Abbott Labs has announced availability of a new generic acyclovir 
sodium for injection. As evidenced by our third chart . Abbott Labs published and/or caused 
to be published a price that is aporoximate'y * 0 % higher then the brand Zovirax thus 
causing the State s Medicaid Programs to pay s-gniLcanuy more tor Abbott s generic tnan 
Glaxo-Wellcome s Brand Zovirax. As you may or may not be aware, acyclovir is an antiviral 
drug that is wtoeiy prescribed for persons who are inflicted with HIV diseases 

We sincerely hope that your Administration will immediately cease and desist facilitating 
the financial exploitation of the suffering of this nation's Medicare beneficiaries and Medicaid 
recipients. 



c.c. HHS Secretary. Donna Snaial3 

Inspector General, June Gibbs Brown 
Congressman Fortney “Pete" Stark 
Teruni Rosengren, GAO 

Michael Hertz, Esquire United States Department of Justice 
James Breen, Esquire. Wampier, Buchanan and Breen 
Atiee Wampier Iti. Esquire, Wampier, Buchanan and Breen 


VEN-A'CARE of tne Florida Keys, Inc, 
C305) 2^2-1635 


933 Fleming Street 


Key West, Flo ride 330 
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N-A-CARE 

OF THE FLORIDA KEYS. INC 


Home I.V. and Nutritional Service 


T'3 


June 1, 1998 


Honorable Nancy-Ann Min DeParle 
Administrator 

Health Care Financing Administration 
Department of Health and Human Services 
200 Independence Blvd. S.W. 

Hubert Humphrey Building Room 31 4G 
Washington, D. C 20201 


RE: HCFA's PROPOSED METHODOLOGY REVISION FOR PAYMENT OF 
DRUGS AND BIOLOGICALS . 


Dear Ms DeParle, 

We are writing regarding HCFA s proposec regulation for the payment of drugs and 
biologicals that would revise the method for calculating tne meoian average wholesale 
price ( “AWP") for multi pie -source drugs to eaual the lower of the median price of the 
generic AWPs or the lowest brand name AWP As you may be aware we have 
for more than six years attempted to assist the Health Care Financing Administration, 
"HCFA’ in limiting certain infusion and inhaiatio^ pharmaceutical reimbursements to the 
reasonable amounts contemplated by United States laws and regulations 

Under HCFA's proposec regulation the Medicare Prog'am will be paying providers for 
certain drugs at the brand name prices while allowing the provider to purchase and to 
utilize the much cheaper generic 

This revision may have tne undesired effect o! somehow legitimatizing what the FBI 
arid the Department of Justice sought to prosecute in 1992 unoer operation "Goldpiir 
(see enclosed article Drug Topics July 20. 1992) Unoer Goidpill. the FBI amested 82 
pharmacists and the Department of Justice sought criminal prosecution for cnmes 
including billing the government for brand rame drugs while in truth and in fact 
dispensing cheaoer generic 

Your Agency writes that it is taxing this actio'" oecause of OiG reports and because 
we beneve it is fiscally responsible We fail tc see how any responsible governmental 
official can possibly construe the act of paying for a brano name orug when cheaoer 
generic are being usee as acting "fisca ; iy responsible" 


24 Hour Seeoer Se'vice • 745-0289 



Ms. DeParle 
June 1, 1998 
Page 2 
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This ill-conceived revision only adds insult to me injury of the fact that Medicare is 
paying providers more for certain generic drugs man their equivalent brands in the first 
place. 



cc: Mr. Horace Deets, Executive Director. AARP 
HHS Secretary. Donna Shalala 
HHS Inspector General. June Gibbs Brown 
Congressman Fortney “Pete" Stark 
Teruni Rosengren. GAO 


933 Fleming Street 


VEN-A-CARE of the Florida Keys. Inc. 
(3055 292-1635 


Key West, Florida 330* 
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ROUNDUP 


| AT DEADLINE ' 

Operation Goldpill a bitter 
pill for R.Ph.s to swallow 

F or America's most truBtad pro- drugs. Although ths scheme* were ■ ohysician, or if the medicine looks ! 

fession, June 30 w&i a day of | found in every region — 16 F3! field different from chose previously , 

shame. On that day— under ns- ' offices took pan ir. the invest:)*®- purehaaed. The FDA &lk> operates 

tionai press coverage — more than | oona— there did not appear to be a a hotline that patients and phar- . 

1,000 FBI agents and 120 other nationwide link. macisu can call between 9 a.m. and | 

federal law enforcement officer* | "I want to aware the American 9 am. EDT, The number U 1 (800)- : 

fanned out across the country and i public that at no rime during this FDA-5566. 

began arresting pharmacists and i investigation did the FBI allow I largest In N.Y. areai The lar- i 
! seizing pharmacies ; tainted or outdated phancaceuti- . gest diversion operations took { 

J Based on evidence gathered cals to reach the public,” Sessions place in the New York metropoh- ’ 

1 through undercover operations and i said at a news conference During tan area, where 33 pharmacists : 

electronic surveillance m more than [ "every step of this operation," he were charged and 11 pharmacies : 

j 50 cities, 139 persons were charged j aaid, the FBI worked closely with arid beauty supply stores were sei- | 

! with 8 variety of drug diversion, ■ she Food & Drug Administration j zed and closed. FBI officials said a < 

1 fraud, and conspiracy charge*. > tocarefijjy monitor potential sales ; network of people bought Rxs • 

i Among them were S2 pharmacists ! of inferior medications. "When* , from Jdedtcaid recipient and : 

and one doctor, the FBI reported ever the FBI or FDA suspected any ! then, through a complex black- | 

' 'Operation Bltterplll': Govern- meditations of being sd Jterr.ec market web, sold thee to pharma- . 

j mer.t officials called Operation ‘ or expired, they were seared ?ub- cies The scam is well-known (see j 

j Goldpill the biggest criminal fraud , lie safety was paramount, and • Drug Topics, Nov. U, 39S1) and ! 

investigation in the history of the ' piar.a were put u; place to ensure , typically work* this way: 

1 health-care industry. They vowed j that affected customers had con- A Medicaid recipient, often a drug | 

: that it was far from complete For | tinued access to medication " I addict, visits an unscrupulous doc- i 

I pharmacists it might as well have i Federal healtn officials empha- < tor, describes a nonexistent wadi- : 

• been dubbed Operation BitterpuL 1 sued that as disturbing as the nor., and gets an Rx for a hlgb-cost i 

! difficult to reconcile with their No cas^s are they should net reflect on • brand- name drug. After the pre- • 

| l rating of professional trust* ; all health-care professionals. 'The script ion is filled, the "patient" i 

j worthiness in several Gal up Polls, motivation for these —Lett schemes ; sells the drug to a middleman called : 

(For pharmacists' reactions, see ; was pure greec," said Louis W. a "nonman" or a ''nonconmac" for ; 

following story. ) Sullivan, M.D., secretary of Health about 109fc of its cost. Later, the J 

Although final figures from the & Human Services. "It is uncon* ' middleman sells the drugs w a dis- i 

I FBI on the first phase of the probe 1 scionabie for healtb-care profes-. 1 tabutoi, who then sells them to an* 1 

were not complete at press time, sionals to sacrifice their aatier.M' other dismbutor or directly to phar- , 

, the 56 pharmacies reported closed • welfare for economic gain The made*— loose in plastic baggies or 1 

; all seemed to be independently medical professionals w~c would : garbage bags— a; a pr.ee well under i 

; owned At least tn the Chicago 1 engage ir. such activities represent average wholesale price. Sometime* I 

! area, some cases involved sale of only a tiny fraction of the r.onest, 'he drugs are resealed in containers 

! drug samples originally provided i dedicated, and caring men and 1 with counterfeit safetj- seals and bo- 

I to physicians, other health-care ; women ir. the health professions in ( gus manufacturers’ packaging 

1 professionals, and ciirics. America.' The second type of fraud involved 

FBI director William S Sessions ' FDA commissioner Davie A pharmacies submitting false reim- i 

: said the investigation, which took Kessier MD . agreed and advised ' burserr.ent claims to Medicaid or 

nearly two years, discovered two patients with suspicions about private insurers. Sometimes bills • 

J major scams. One involved illegally , their medicines to consult a dccto: , were submitted for brand-names 

diverting, repackaging, ar.d dumb- 1 or pharmacist tney trust. "The , when generics were dispensed; •; 

! uung prescription drugs, generally 1 overwhelming majority of health- sometimes the drugs were never ' 

I noneomroilrd eubiuncw Tin* »eo* c*r* provider* n*ve the rwgheit in* ■ dispensed. There were ca*« of auJ- 

ond involved intentional excessive ' tegmy.” Kessler eiud Patients, he 1 tiple bills being submitted for the 1 

: or false billing. including dispensing . added, should be s.spicioue cf any i same Ri There also were cases of 

generic* ar.d charing Medicaid or > medicine* u.ar«ad tamp'.' ' -r.- preskrr.ption splitting, «o the R.Ph. 

j private insurers for brand-name less ouper.aed os s osuapie from a 1 couid get two dispensing fees, i 


• a DRUG T CS , ICS JULY 20 1992 
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V 

TOPIC: QUESTION ADDRESSING THE CONSERVATIVE NATURE OF THE GAO ESTIMATES 
OF PROFITS FROM THESE DRUGS. 

Mr. Bentley, the spreads or profits noted in the IG and GAO testimony are quite significant. I understand 
that these profits are based on prices that are available to Ven-a-Care. which is a very smal 1 home infusion 
pharmacy. Is that correct? For larger concerns, such as U.S. Oncology. I assume those buyers could get 
even better prices, resulting in more profits for the provider and a larger expense for Medicare and the 
beneficiary. 

How many providers in the health care industry can buy many ofthese drugs at the price US Oncology is 
able to negotiate and how many at the price Venacare is able to negotiate. In your opinion, how 
conservative are the IG and GAO estimates for the overcharging to the Medicare svtem? 



351 


mo vm*- menotti 
cuff STIAKXS. HOHDA 
raui.€.®li»m«-o«c 
J*M€S C GREENWOOD. FENNSVIMNIA 

CHBISfOrWEB COX 
N»TKAN DIAL. GEORGIA 
STEVE LAACINf . OXiAXCAIA 


EHRuCK. J« . MARYLANO 


GEORGE RAOANOVlOL CJ 


Vot *• 1 

©.&. ^ou£e of &cprtfentatitiefi 

Committee on Cnergp anb Commerce 

®Hatft)ington, 33<£ 20515-6U5 

W.J. 'BILLY* TAUZIN, LOUISIANA, 
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DAVIOV MARVEN1ANO 




September 5, 2001 


Mr. Charles Rice 
Chief Executive Office 
Dey Laboratories 

275 1 Napa Valley Corporate Drive 
Napa, CA 94558 

Dear Mr. Rice: 

As you know, the House Energy and Commerce Committee has been conducting an 
exhaustive investigation into the issue of the pricing of Medicare-covered drugs over the past 
several years. In furtherance of its principal goal of protecting the Medicare program and its 
beneficiaries ftom unnecessarily inflated costs for Medicare -covered drugs, the Committee 
intends to hold a hearing on September 12, 2001 , before its Subcommittees on Health and 
Oversight and Investigations, to further explore how the abuses in the current system can be 
eliminated. 

We understand that Committee staff recently extended an invitation for you to testify 
at this hearing. We further understand that this invitation was declined, based upon concerns 
relating to the ongoing investigation being conducted by the Texas Attorney General’s office. 
While we fully appreciate these concerns, we would urge you to reconsider this decision. It 
is imperative for the Subcommittees to hear from drug manufacturers about their pricing 
practices under the current Medicare reimbursement system, which result in significant 
"spreads" between the reimbursement price and the actual price paid by providers for these 
drugs. This type of abuse is costing the taxpayers, the Medicare system, and Medicare 
beneficiaries hundreds of millionsof dollars every year, and must be stopped. 

We sincerely hope that you will reconsider this request, and agree to testify at the 
hearing on September 12'\ Please respond in writing to this request no later than close of 
business on Friday. September 7. 2001. and if you should choose id decline to testify, please 
provide your reasons for doing so. If you should have any questions regarding this matter, 
please contact Charles Clapton, Committee counsel, at (202) 226-2424. 
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Mr. Charles Rice 
Page 2 


Sincerely, 


Michael Bilirakis 
Chairman 

Subcommittee on Health 



cc: The Honorable WJ. “Billy” Tauzin. Chairman 

The Honorable John Dingell, Ranking Member 

The Honorable Sherrod Brown, Ranking Member, Subcommittee on Health 
The Honorable Peter Deutsch, Ranking Member, Subcommittee on Oversight & 
Investigations 
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DAV® V MAftvTNTAMO. STAEE OMt CTOB 

September 5, 200] 


Wolfgang Plischke 

President, North America 

Bayer Corporation, Pharmaceuticals Division 

400 Morgan Lane 

West Haven, CT 06516 

Dear Mr. Plischke: 

As you know, the House Energy and Commerce Committee has been conducting 
an exhaustive investigation into the issue of the pricing of Medicare- covered drugs over 
the past several years. In furtherance of its principal goal of protecting the Medicare 
program and its beneficiaries from unnecessarily inflated costs for Medicare -covered 
drugs, the Committee intends to hold a hearing on September 12, 2001, before its 
Subcommittees on Health and Oversight and investigations, to further explore how the 
abuses in the current system can be eliminated 

We understand that Committee staff recently extended an invitation for you to 
testify at this hearing. We further understand that this invitation was declined, based 
upon concerns relating to the recent recall of Baycol and the demands that this has placed 
upon your staff. While we fully appreciate these concerns, we would urge you to 
reconsider this decision, it is imperative for the Subcommittees to hear from drug 
manufacturers about their pricing practices under the current Medicare reimbursement 
system, which result in significant “spreads” between the reimbursement price and the 
actual price paid by providers for these drugs This type of abuse is costing both the 
taxpayers, the Medicare system and Medicare beneficiaries hundreds of millions of 
dollars every year, and must be stopped. 

We sincerely hope that you will reconsider this request, and agree to testify at the 
hearing on September 12* Please respond in writing to this request no later than close of 
business on Friday, September 7, 2001, and if you should choose to decline to testify, 
please provide you reasons for doing so. If you should have any questions regarding this 
matter, please contact Charles Clapton, Committee counsel, at (202) 226-2424 
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Mr. Wolfgang Plischke 
Page 2 


Sincerely, 


Michael Bilirakis 
Chairman 

Subcommittee on Health 


/ / James Greenwood 

/ / Chairman 

/ / Subcommittee on Oversight 

\y & Investigations 


cc: The Honorable WJ. “Billy” Tauzin, Chairman 

The Honorable John Dingell, Ranking Member 

The Honorable Sherrod Brown, Ranking Member. Subcommittee on Health 
The Honorable Peter Deutsch, Ranking Member. Subcommittee on Oversight & 
Investigations 
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September 5. 2001 


Miles White 
Chairman and CEO 
Abbott Laboratories 
1 00 Abbott Park Road 
Abbott Park, IL 60064 

Dear Mr. White: 

As you know, the House Energy and Commerce Committee has been conducting 
an exhaustive investigation into the issue of the pricing of Medicare -covered drugs over 
the past several years. In furtherance of its principal goal of protecting the Medicare 
program and its beneficiaries from unnecessarily inflated costs for Medicare-covered 
drugs, the Committee intends to hold a hearing on September 12, 2001, before its 
Subcommittees on Health and Oversight and Investigations, to further explore how the 
abuses in the current system can be eliminated. 

We understand that Committee staff recently extended an invitation for you to 
testify at this hearing. We further understand that this invitation was declined. Given the 
important role that drug manufacturers play in the current reimbursement system for 
Medicare-covered drugs, we would urge you to reconsider this decision. It is imperative 
for the Subcommittees to hear from drug manufacturers about their pricing practices 
under the cunent Medicare reimbursement system, which result in significant "spreads" 
between the reimbursement price and the actual price paid by providers for these drugs. 
This type of abuse is costing the taxpayers, the Medicare system, and Medicare 
beneficiaries hundreds of millions of dollars every year, and must be slopped. 

We sincerely hope that you will reconsider this request, and agree to testify at the 
hearing on September 12 ,h . Please respond in writing to this request no later than close of 
business on Friday, September 7. 2001, and if you should choose to decline to testify, 
please provide you reasons for doing so. If you should have any questions regarding this 
matter, please contact Charles Clapton. Committee counsel, at (202) 226-2424. 
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Mr. Miles White 
Page 2 


Sincerely, 

Michael Bilirakis 
Chairman 

Subcommittee on Health 


/ James Greenwood 
/ /Chairman 

/ / Subcommittee on Oversight 

/ / & Investigations 


cc: The Honorable W.J. “Billy” Tauzin, Chairman 

The Honorable John Dingell, Ranking Member 

The Honorable Sherrod Brown, Ranking Member, Subcommittee on Health 
The Honorable Peter Deutsch, Ranking Member, Subcommittee on Oversight & 
Investigations 
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September 7, 200 1 


VTA FACSIMILE — t202) 226-2447 

The Honorable Michael Biliraids and The Honorable James Greenwood 
Committee on Energy and Commerce 
2125 Rayburn House Office Building 
Washington, DC 205 1 5 

Dear Chairmen Bibrakjs and Greenwood. 

Since Mi White is out of the country, he has requested that 1 respond to your 
letter dated September 5, 2001 After careful review of this matter, we have 
reconsidered our position declining your invitation to appear at the September 12 
hearing 


.As you may be aware, at the request of Congressman Greenwood, 1 visited 
with him and members of the Subcommittee staff to discuss this issue While we 
commend the Committee for its efforts, we do not believe that we w ould be able to 
provide any real insights ihat would be of value to the Committee Tot this reason we 
respectfully decline your invitation to testify at the hearing 



MEBjm 
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Bayer 

Otvltioft 

— Mar* A. Ryan 

V>ce »resc»r« 

PlOmc AV>icy 4 C-rmmL^ic«tK>ra 

The Honorable James C. Greenwood, M.C. 

United States House of Representatives 
Chairman, Subcommittee on Oversight and Investigations 
2436 Rayburn House Office Building 
Washington, DC 20515 

September 7, 2001 

Dear Chairman Greenwood: 

I have just recently received your invitation to Dr. Plischke, President of Bayer 
Pharmaceutical North America, to appear before the House of Representatives 
Subcommittee on Health and the Subcommittee on Oversight and Investigations hearing 
on "Medicare Drug Reimbursement" scheduled for September 12, 2001 . This is a subject 
that we at Bayer have spent many hours examining and consider to be of great importance 
to the patients using our products, as well as to third-party payors, such as the federal 
government. 

To meet a special reouest of the Oversight and Investigations Subcommittee, Dr 
Plischke re-routed his tnp from Japan to make a personal visit with you concerning these 
issues on June 6”, 2001 . As you may know, Bayer has entered into an agreement with the 
Department of Justice and is currently adhering to a ‘Corporate Compliance Program' 
relating to just this issue. This information is public knowledge and discloses the way in 
which we price our products. 

Since then Bayer Pharmaceutical has voluntanly withdrawn Bayed ®. our 
cholesterol-lowering agent. This withdrawal of one of our company's leading products has 
required all the resources of our company, and will for the near future. Dr. Plischke is 
currently not in the United States and is also unavailable for the September 12* heanng. I 
have asked our legal counsel In Washington DC, Paul Kalb of Sldley Austin Brown & 

Wood, to furnish your committee with our Corporate Compliance Program and information 
relating to tne Department of Justice and State agreements. 

On behalf of Bayer Pharmaceutical and Dr. Plischke, I hope this will further your 
committee examination of this important issue. Please know that we all commend your 
untiring efforts to improve the health and well-being of our citizens. 


Bayer Corocfa:an 
4CO N'o'gan Lana 
/.‘a*: -aveo C T 065 "6-4 • 75 
Pdco* 203 9 ’ 2 -64 3d 
203 4i2-30‘ 7 
a -yar o«t*y« con 


Sincerely, 
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Sip- 1 B*fll OB :18 m FfM-Coudtrt Sroihiri 


t-*r p ooi/:ot mu 



Dev, L.P. 

2761 N«oa C«tper«ia Onv« 

Ma» C*»45» 

TEL {7QT: 224-3800 FAX (7fl7> 224-3235 


September 10. 2001 


The Honorable Michael ©itiraKis 
The Honorable James Greenwood 
Committee on Commerce 
Subcommittee on Health 
Subcommittee on investigations and Oversight 
United States House of Rep-esentatives 
2125 Rayburn House Office Building 
Washington, DC 20515 


Dear Chairmen Bilirakis and Greenwood: 

After careful consideration and much deliberation, l must respectfully 
decline your invitation to appear before the joint Energy and Commerce 
Subcommittees on Investigations and Oversight, and Health at this time. 
Appearing as the only pharmaceutical manufacturer puts me In a position to 
appear to be speaking on bebatf of the entire pharmaceutical industry, something 
I would never presume to do. 

As I have indicated, should you assemble e panel of pharmaceutical 
manufacturers to discuss the reimbursement issue in the future. I will participate. 

I continue to offer my knowledge and time to the efforts of the Committee 
to draft legislative improvements to current pharmaceutical reimbursement 
policies. To that end 1 offer you and the Committee my thoughts, which I hope 
will help you in your deliberations. 

In my judgment, any legislative improvements must consider the following. 


1. Critical terms need to be defined by statute so all participants can be 
assured that they are fully complying with the law. 

2. Reimbursement policy must adequately consider the costs imposed 
on each participant In the value chain for prescription drugs. 

3. There should be a level playing field that encourages and promotes 
competition. 
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To the first point. Average Wholesale Price (AWP) has never been defined 
by statute. Dating back more than 20 years, there are public reports, 
investigations, studies, court and administrative rulings, recommendations from 
HHS, and Presidential pronouncements, confirming that AWP is not a “true* 
price. While the industry, regulators and public officials have understood this, 
some are now asserting that a different meaning exists. Without terms defined in 
statute, controversy will persist. 

Second, adequate patient care involves numerous stakeholders including 
researchers, manufacturers, distributers, dispensers, prescribes and service 
providers. In total, all of these constitute the value chain for prescription drugs, 
each legitimately seeking appropriate compensation for its services, ff 
prescription drugs were reimbursed merely at or slightly above acquisition cost, 
that would disregard the value contributed by non-manufacturers to the care of 
patients. This could result in inadequate provision of care and ultimately higher 
costs to the government and trie patient. 

Third, piecemeal changes can steer decisions in the wrong direction. 

Some attempted solutions, while well intended, can be more costly than anything 
found in the current system. As an example, the proposed “quick fix' last year to 
change the reimbursement for 50 pharmaceutical products, which Congress 
rightly suspended, is an example of an action that disregards the importance of 
competition as well as the value chain. This type of selective restriction forces 
the market to higher priced products, which would have immediately created an 
un-level playing field and increased costs to the government. 

In closing I believe there would be much to gain by getting all the 
stakeholders together with officials at HHS to discuss and propose solutions. To 
our knowledge, no such effort has been undertaken to date. 1 also think ft would 
be helpful to hear from non-government payers on their methods of handling 
reimbursement issues. 

1 commend your efforts at tackling these issues and remain committed to 
assist you and the Committee. 



Charles A. Rice 
President & CEO 



361 


303 KU3 »EP 3^ ’01 15:09 

Bayer $ 


Pfwmacvutfcal 

Division 


— Mark A- Ryan 

V’C* Pnodidant 

n’U&'fC °0(>Cy a Co'rrruric*! Ons 

The Honorable Michael Biltrakis. M.C 
United States House of Representatives 
Chairman. Subcommittee on Health 
2269 Rayburn House Office Building 
Washington, DC 20S15 

September?, 2001 

Dear Chairman Bilirakis. 

I have just recently received your invitation to Dr Plischke, President of Bayer 
Pharmaceutical North America, to appear before the House of Representatives 
Subcommittee on Heelth and the Subcommittee on Oversight and Investigations nearing on 
"Medicare Drug Reimbursement" scheduled for September 12, 2001. This is a subject that 
we at Bayer have spent many hours examining and consider to be of great importance to the 
patients using our products, as well ae lo third-party payers, such as the federal government 

To meet a special request of the Oversight and Investigations Subcommittee, Dr. 

Plischke re-routed his trip from Japan to make a personal visit with Chairman Greenwood 
concerning these issues on June 6, 2001 . As you may know, Bayer has entered into an 
agreement with the Department of Justice and is currently adhering to a •Corporate 
Compliance Program" relating to just this issue. This information is public knowledge and 
discloses the way in which we price our products. 

As widely reported in the press, Beyer Pharmaceutical has very recently voluntarily 
withdrawn Baycol », our cholesterol-lowering agent. This withdrawal of one of our company's 
leading products has required all the resources of our company, and will for the near future. 

Dr. Plischke is currently not in the United States and is also unavailable would for the 
September 12* hearing. I have asked our legal counsel in Washington DC, Paul Kalb of 
Sidley Austin Brown & Wood, to furnish your committee with our Corporate Compliance 
Program and information relating to the Department of Justice and State agreements. 

On behalf of Bayer Pharmaceutical and Dr. Plischke, I hope this will further your 
committee examination of this important issue. Please know that we all commend your 
untiring efforts to Improve the health and well-being of our citizens. 
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Medicare Payments for Prescription Drugs 


Response to Request from 
Representative W. J. Tauzin 


June 2001 
OE1-03-01 -00490 


U.S. Department of Health and Human Services 
Office of Inspector General 
Office of Evaluation and Inspections 




DEPARTMENT OF HEALTH & HUMAN SERVICES 


Office of inspector General 


Washington, D.C. 20201 


JON 2 0 2001 


The Honorable W. J. T auzin 
Chairman, Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515 

Dear Mr. Tauzin: 

In response to your request, we are providing you with information on the amount of beneficiary 
coinsurance that would be saved if Medicare drug payments were based on prices available to 
other sources. In this report, we compared Medicare prices for 24 drugs to Department of 
Veterans Affaire prices and to wholesale catalog prices. We have enclosed four tables which 
illustrate the impact excessive payment amounts have on the Medicare program and its 
beneficiaries. 

This report provides data clearly demonstrating that Medicare pays too much for prescription 
drugs. For example, we found that Medicare would save $1.9 billion a year if 24 drugs were 
reimbursed at prices available to the Department of Veterans Affairs. Over $380 million of this .« 
savings would directly impact Medicare beneficiaries in the form of reduced coinsurance 
payments. In some cases, the Department of Veterans Affairs price for a drug was less than the 
amount a Medicare beneficiary would pay in coinsurance. More conservatively, Medicare and 
its beneficiaries would save $887 million a year by paying the actual wholesale prices available 
to physicians and suppliers for these 24 drugs. Beneficiaries would pay over $175 million less in 
coinsurance if Medicare paid for these drugs based on catalog prices. 

The majority of the data in this report was first presented in our September 2000 report, 

“Medicare Reimbursement of Prescription Drugs,” (OEI-03-00-003 1 0). The pricing data was 
collected in the second quarter of 2000 from Medicare carriers, the Department of Veterans 
Affairs, and several wholesale pricing catalogs. In order to provide a current estimate of 
potential savings, we have updated the total Medicare allowed charges data from the figures 
which appeared in the original report. 

If you have any questions about this report, or if we can provide further assistance, please call me 
or George Grob, Deputy Inspector General for Evaluation and Inspections, or have your staff 
contact Robert Vito at (215) 861-4558. 


Sincerely, 


Enclosures 


Helen Albert' 

Director, External Affairs 
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Memorandum August 31, 2001 

TO: House Committee on Energy and Commerce 

Attention: Charles M. Clapton 

FROM: Thomas J. Nicola 

Legislative Attorney 
American Law Division 

SUBJECT: Regulatory and Legislative History of Medicare Drug Reimbursement 
Based on Average Wholesale Price 


This memorandum responds to a request for a regulatory and legislative history of 
Medicare drug reimbursement based on the average wholesale price (A WP) of the drug. An 
AWP is fixed by publishers based on information submitted by drug manufacturers, 
suppliers, and distributors. The AWP is printed in the wholesale price guides, Drug Topics 
Red Book , Price Alert, and Medispan. 

Although Medicare generally does not pay for prescription drugs under Part B, 
Supplemental Insurance Benefits for the Aged and Disabled, it does pay for drugs and 
biologicals that cannot be self-administered, as determined by regulations, and furnished as 
an incident to a physician’s professional service and commonly either rendered without 
charge or included in the physician’s bill. Section 1 861(s)(2) of the Social Security Act, 42 
U.S.C. 1395x(s)(2). These are sometimes referred to as “incident to” drags and biologicals 
and consist of those that are furnished by injection or infusion, including chemotherapy 
agents. (Generally, this discussion will use the term “drugs” to encompass both “drugs and 
biologicals.”) Until 1992, some carriers reportedly based payment for these agents on the 
physician’s estimated cost of the drug using a wholesale price guide such as the Red Book, 
while other carriers based payment on actual acquisition costs determined on the basis of 
carrier surveys 1 . 58 Fed. Reg. 25800 (June 5, 1991). 

Since the beginning of the Medicare program in 1 965, Medicare policy had been to base 
payment on incident to drugs on the estimated acquisition costs, what was called the 
“reasonable charge” system. Id. In June of 1991, in a notice of proposed rulemaking of a 


1 Prior to 1992, carriers’ use of the Red Book and other wholesale price guides as sources of average 
wholesale prices appears to have been based on the Medicare Carriers Manual, part 3, section 5202, 
which referred to them. Use of carrier surveys appears to have been impeded by the Office of 
Management and Budget in response to a Paperwork Reduction Act petition. Telephone 
conversation with Robert Niemann, Center for Medicare and Medicaid Services (Sept. 4, 2001). 


Congressional Research Service Washington, D.C. 20540-7000 
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fee schedule for services of physicians, the Health Care Financing Administration, now the 
Center for Medicare and Medicaid Services, decided not to include these drugs in a fee 
schedule, but rather to make a separate payment for each drug and require carriers to use a 
consistent method of payment. Id. 

The notice indicated that some studies by the Office of Inspector General of the 
Department of Health and Human Services investigating the Medicaid program had led 
HCFA to believe that the Red Book and other wholesale price guides “substantially overstate 
the true cost of drugs.” Id. 2 According to these studies, pharmacies were getting an average 
discount of 1 5.9% off the published wholesale price and HCFA had no reason to believe that 
physicians paid higher prices than pharmacies paid. Id. The agency proposed instructing 
carriers to base payment for incident to drugs on 85% of the national average wholesale price 
(as published in the Red Book and similar price listings). For very high volume drugs, 
HCFA proposed limiting payment to the lower of the estimated acquisition cost for the drug 
as determined by HCFA and specified in instructions to carriers, or 85% of the national 
average wholesale price of the drug. Id. The proposed regulation for payment of incident 
to drags appeared at section 415.34 of title 42 of the Code of Federal Regulations. Id. at 
25801. See id. at 25860 for the text of the proposed regulation. 

HCFAproposed this payment policy under authority of section 1 842(b)(8) of the Social 
Security Act, 42 U.S.C. § 1395u(b)(8), which authorizes it by regulation to establish a limit 
on a charge based on inherent reasonableness if it has determined that a charge is grossly 
excessive. See 42 C.F.R. § 405.502(g)(l)(vi). 56 Fed. Reg. at 25800. 

In the notice of final rules published in November of 1991, HCFA modified its 
proposed policy of basing payment for drags on 85% of the national AWP of the drag and 
for high volume drags on the lower of the estimated actual acquisition costs as determined 
by HCFA and specified in instructions to carriers, or 85 percent of the national AWP. 
Instead of 85% of the average wholesale price, HCFA decided to base payment for these 
drags on the lower of the national AWP, i.e., 100% of AWP, or the Medicare carrier’s 
estimate of actual acquisition costs. 56 Fed. Reg. 59525 (Nov. 25, 1991). HCFA published 
the final regulation at 42 C.F.R. §§ 415.36 (Payment for drugs incident to a physician’s 
service) and 405.517 (Payment for drags and biologicals that are not paid on a cost or 
prospective payment basis). Id. See id. at 59627 and 59621, respectively, for the texts of the 
final regulations. 

HCFA explained that because there can be many wholesale prices listed for each drug 
from multiple sources, it defined the national AWT as the median price for all sources of the 
generic form of the drag. Estimated acquisition costs would be based on individual carrier 
estimates of the costs that physicians or other providers, as appropriate, actually pay for the 
drugs. For certain types of drags, such as chemotherapy drugs, significant indirect costs such 
as inventory costs, waste, and spoilage could be considered by carriers if those costs were 
documented. Id. at 59525 

HCFA elaborated that many comments, primarily from oncologists, submitted in 
response to the proposed regulation indicated that the 85% of AWP standard was 


2 See State of Louisiana v. United States Department of Health and Human Services, 905 F.2d 877 
(5® Cir. 1990), which affirmed HCFA’s denial of a state request to use the AWP for Medicaid 
reimbursement on the ground that it exceeded estimated actual costs, for a discussion of the 
widespread state use of the AWP as a primary or significant measure of the estimated acquisition 
cost prior to this denial and the Inspector General’s audit of six states. 
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inappropriate. Commented observed that many drags, particularly multisource drugs, could 
be purchased for considerably less than 85% of AWP, while others were not discounted. 
Other commenters suggested that while pharmacies and large medical practices could receive 
substantial discounts on their drug purchases, individual physicians could not. ‘‘The bulk of 
the comments suggesting alternatives to our proposal indicated that the amounts paid should 
be based on actual or estimated acquisition costs.” Id. at 59524. 

Many oncologists suggested that an add-on should be provided in the final regulation 
to account for the cost of breakage, wastage, shelf-life limitations, and inventory costs 
associated with chemotherapy agents. Some commenters said that an add-on payment was 
needed to account for shortfalls in chemotherapy administration payments and that if 
oncologists did not receive adequate compensation, many physicians would perform the 
service in hospital outpatient departments at substantially higher costs. Some said that 
physicians might refuse to supply the drugs to patients, forcing patients to purchase the drugs 
themselves and bring them to the physician’s office to be administered. In the latter case, 
the drugs would not be covered by Medicare because the physician did not incur any costs 
for the drugs. Id. 

Congress revised the reimbursement rate for incident to drugs and biologicals in section 
4556 of the Balanced Budget Act of 1997, Pub. L. No. 105-33, 111 Stat. 251, 462-463 
(1997). Section 4556 amended section 1 842 of the Social Security Act, 42 U.S.C. § 1395u, 
by adding subsection (o). 

(o)(l ) If a physician’s, supplier’s, or any other person’s bill or request for 
payment for services includes a charge for a drug or biological for which 
payment may be made under this part [Part B] and the drug or biological is 
not paid on a cost or prospective payment basis as otherwise provided in this 
part, the amount payable for the drug or biological is equal to 95 percent of 
the average wholesale price. 

(2) If payment for a drug or biological is made to a licensed pharmacy 
approved to dispense drugs or biologicals under this part, the Secretary may 
pay a dispensing fee (less the applicable deductible and coinsurance amounts) 
to the pharmacy. 

This change was to take effect on January 1, 1998. 

Section 4556 also directed the Secretary of Health and Human Services to study the 
effect of this amendment on the average wholesale price of drugs and biologicals and report 
to the Committees on Ways and Means and Commerce of the House and the Committee on 
Finance of the Senate the results of the study not later than July 1, 1999. 

The joint explanatory statement said that the conference managers included the House 
provision, which provided that payment would equal 95% of the average wholesale price, 
with modifications. The specific modifications were that ifpayment was made to a licensed 
pharmacy, the Secretary of Health and Human Services, as the Secretary found appropriate, 
would pay a dispensing fee (less applicable deductible and coinsurance amounts) and that 
the Secretary should conduct a study of the effect of the provision on the average wholesale 
prices and report findings to congressional committees. H. Rep. No. 217, 105 ,h Cong., I s ' 
Sess. 798 (1997). 
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Sections 10616 and 461*6 of the House bills had recommended that in any case where 
payment was not made on a cost or prospective basis, payment would equal 95% of the 
average wholesale price and that the change should apply to drugs and biologicals furnished 
on or after January 1, 1998. 

Section 5526 of the Senate bill had recommended a similar provision, except that the 
average wholesale price would have been “as determined by the Secretary.” It added that 
beginning in 1998, the payment amount could not exceed the amount payable on May 1, 
1997, and in subsequent years, it could not exceed the previous year’s amount increased by 
the percentage increase in the Consumer Price Index. For any other drug or biological, the 
annual increase for any year following the first year for which payment is made would be 
limited to the percentage increase in the CPI. If payment was made to a licensed pharmacy, 
the Secretary (as the Secretary determined appropriate) would pay a dispensing fee (less 
applicable deductible and insurance amounts). It also required the Secretary to conduct 
studies and surveys as necessary to determine the average wholesale price (and such other 
prices the Secretary determined appropriate) and report the results to appropriate 
congressional committees within six months of enactment. 

To conform to the 1997 statutory change, HCFA proposed revising section 415.5 17 of 
title 42 of the Code of Federal Regulations, which relates to payment for drugs and 
biologicals not on a cost or prospective payment basis. Drugs and biologicals paid on this 
basis are not only those furnished incident to a physician’s service, but also drugs furnished 
by pharmacies under the durable medical equipment (DME) benefit, and drugs furnished by 
independent dialysis facilities that are not included in the end-state renal disease (ESRD) 
composite rate payment. 63 Fed. Reg. 30846 (June 5, 1998). 

HCFA proposed eliminating the estimated acquisition cost (EAC), which had been one 
basis for payment, the other being 1 00% of the average wholesale price (AWP), and paying 
at the lower of the actual charge on the Medicare claim or 95 percent of AWP. HCFA also 
proposed revising the method of calculating the average wholesale price. Regulations then 
in effect provided that for multiple source drugs, the AWP was equal to the median AWP of 
the generic forms of the drug. The AWP for the brand name products was ignored on the 
presumption that the brand AWP always was higher than the generic AWPs. HCFA said that 
while this presumption may have been true when the policy first was promulgated in 1991, 
it was not always true in 1998. Consequently, it proposed that the AWP for multiple source 
drugs would be equal to the lower of the median price of generic AWPs or the lowest brand 
name AWP. Id. See id. at 30878 for the text of the proposed regulation, 42 C.F.R. § 517 
(Payment for drugs and biologicals that are not paid on a cost or prospective payment basis). 

The final rule adopting HCFA’s proposed rule with modifications was published on 
November 2, 1 998. The charge allowed by Medicare for drugs and biologicals would be the 
lower of 95 percent of the median generic AWP or 95 percent of the lowest brand AWP. A 
brand product was defined as a product marketed under a labeled name that is other than the 
generic chemical name of the drug or biological. The allowed charge for drugs and 
biologicals that do not have an AWP would be determined by the local Medicare contractor 
based on prices paid by physicians and suppliers who use them. 63 Fed. Reg. 58850 (Nov. 
2, 1 998). See id. at 58905 for the text of the final rule, 42 C.F.R. § 405.5 1 7. 

In section 43 16 ofthe Balanced Budget Act of 1997, Pub. L.No. 105-33, 111 Stat.251, 
390-391 (1997), Congress amended paragraphs (8) and (9) of section 1842(b) ofthe Social 
Security Act, 42 U.S.C. § 1395u(b). The amendment authorizes the Secretary of Health and 
Human Services, by regulation, to describe factors to be used in determining the cases of 
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items or services in which application of Part B (other than physicians’ services) results in 
the determination of an amount that, because of its being grossly excessive or grossly 
deficient, is not inherently reasonable, and to provide in those cases for factors to be 
considered in determining an amount that is realistic and equitable. Notwithstanding such 
a determination, the Secretary may not apply factors that would increase or decrease a 
payment under Part B during any year for any particular item or service by more than 1 5 
percent from such payment duringthe preceding year unless certain determinations are made. 

Without issuing a notice of proposed rulemaking, HCFA issued an interim final rule 
implementing inherent reasonableness authority by amending section 405.502 of title 42 of 
the Code of Federal Regulations. 63 Fed. Reg. 687 (Jan. 7, 1998). The authority applied the 
inherent reasonableness standard to all Part B services, other than services of physicians, 
described in section I861(s)ofthe Social Security Act, 42 U.S.C. § 1396x(s), which appears 
to include drugs furnished as an incident to a physician's professional service. See id. at 689- 
690 for the text of section 405.502 (Criteria for determining reasonable charges). 

Late in 1 998, HCFA reportedly attempted to use the inherent reasonableness authority, 
as amended by section 4316 of the Balanced Budget Act, to reduce what it considered 
excessive reimbursement for several items. One item, albuterol, a drug used with a nebulizer 
to treat patients suffering from asthma and emphysema under the durable medical equipment 
(DME) benefit, reportedly was targeted for an 1 1 percent fee reduction. Office of the 
Inspector General, Department of Health and Human Services, Medicare Reimbursement for 
Prescription Drugs, OEI-00-003 1 0, 2 (Jan. 2000). 

Congress suspended the inherent reasonableness authority in section 223 of the 
Medicare, Medicaid, and SCHiP Balanced Budget Refinement Act of 1 999, contained in the 
Consolidated Appropriations Act, Fiscal Year 2000, Pub. L.No. 106-113, 113 Stat. 1501A- 
352-353 (1999), until the General Accounting Office released a report and the Secretary of 
Health and Human Services published a notice of final regulations that responded to 
comments received in response to the January interim final regulation. The General 
Accounting Office issued its report on July 5, 2000, and reportedly found that inherent 
reasonableness reductions For some items were justified, but questioned the methodology that 
durable medical equipment regional carriers (DMERCs) used to collect pricing data for 
albuterol sulfate. Id. at 2-3. 


The joint explanatory statement of conference managers explained that the House bill, 
H.R. 3075, 106“ Cong., 1st Sess., prohibited the Secretary from exercising inherent 
reasonableness authority until afer the Secretary had issued a final rule, which must be 
preceded by a new proposed rulemaking and a minimum 60 day public comment period. 
The Senate bill, S. 1788, 106“ Cong., I s1 Sess., prohibited the Secretary from using this 
authority until 90 days after the General Accounting Office Issued a report on this issue. H. 
Rep. No. 479, 106“ Cong., 1st Sess. 876-877 ((1999). 


The conference agreement included elements ofboth House and Senate provisions with 
modifications to prohibit the Secretary from using this authority until after GAO issued a 
report on the Secretary’s recent use of that authority and the Secretary published a notice of 
a final rule in the Federal Register that responded to the report and to comments received in 
response to the Secretary’s interim final regulations published on January 7, 1998. Id. The 
conference managers believed that inherent reasonableness authority should be administered 
judiciously and applied only after public concerns and suggestions about proposed 
administrative criteria have been addressed openly. Moreover, the rule should include an 
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explanation of the Secretary’s costing methodology which should be based on statistically 
reliable and relevant data. Id. 

Some actions before and after enactment of the Balanced Budget Act merit attention. 
The Administrator of HCFA, Nancy-Ann Min DeParle, indicated to Congress that she was 
considering whether to change from a reimbursement system based on AWP to one based 
on physician acquisition costs, but Congress reportedly did not accept this proposal in 1 997 
and 1998. In 1999, the Clinton administration proposed that HCFA pay 83 percent rather 
than 95 percent of the AWP, a reduction that HCFA actuaries estimated would save the 
program $2.9 billion over ten years. Bureau of National Affairs, Health Care Daily , vol. 
5, no. 107 (June 2, 2000). 

In May of 2000, HCFA reportedly announced plans to use newly available AWPs 
developed for Medicaid by the Department of Justice and the National Association of 
Medicaid Fraud Control Units. Bureau of National Affairs, Health Care Daily, vol. 5, no. 
107 (June 2, 2000). It formally informed intermediaries and carriers in September of 2000 
to begin using these alternative AWPs for 32 listed drugs which accounted for an estimated 
75% of Medicare spending, but not for 14 chemotherapy drugs and three clotting factors. 
Health Care Financing Administration, Department of Health and Human Services, Program 
Memorandum Intermediaries/Carriers, Transmittal No. AB-00-S6 (Sept. 8, 2000). 

Two months later, HCFA notified intermediaries and carriers that they should not use 
Department of Justice data attached to the September 8 program memorandum and added 
that, “While we continue to believe that the AWPs reported in the usual commercially 
available sources are inaccurate and inflated above the true wholesale prices charged in the 
marketplace, congressional action may preclude the use of this alternative source. To avoid 
the disruption that would result from a decrease in payment allowances followed by an 
immediate increase due to final congressional action, we are deferring use of the DOJ AWP 
data until further notice.” HCFA, DHHS, Program Memorandum Intermediaries/Carriers, 
Transmittal No. AB-00-1 15 (Nov. 17, 2000). 

Shortly thereafter, Congress passed section 429 of the Benefits Improvement and 
Protection Act (BIPA) as part of the Consolidated Appropriations Act of 2000, Pub. L. No. 
106-554, 1 14Stat. 2763A-522-524(2000). Section 429 directs the Comptroller General, the 
head of the General Accounting Office, to study reimbursement for drugs and biologicals 
under the current methodology pursuant to section 1842(o) of the Social Security Act, 42 
U.S.C. § 1 395u(o), and for related services under Part B of title XVIII. In the study, the 
Comptroller General is required to identify average prices at which such drugs are acquired 
by physicians and other suppliers, quantify the difference between such average prices and 
the reimbursement amount under that section, and determine the extent to which (if any) 
payment under Part B is adequate to compensate physicians, providers of services, or other 
suppliers for costs incurred in administering, handling, or storing such drugs. Not later than 
nine months after the date of enactment (December 21, 2000 was the enactment date) the 
Comptroller General is required to submit to Congress and the Secretary of Health and 
Human Services a report on the study and recommendations for revised payment 
methodologies. 

In addition, section 429 also charges the Comptroller General with providing specific 
recommendations for revised payment methodologies for reimbursing drugs and for related 
services under Medicare, including an adjustment under section 1848(c) of the Social 
Security Act, 42 U.S.C. § 1395w-4(c). Specific recommendations also should be provided 
for the practice expense component of the physician fee schedule for costs incurred in 
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administering, handling, or storing certain categories of drugs and proposals for new 
payments to providers of services or suppliers for such costs, if appropriate. 

Section 429 mandates that the Secretary of Health and Human Services, 
notwithstanding any other provision of law, should revise the payment methodology for 
drugs based on recommendations contained in the report of the Comptroller General. To the 
extent that the Secretary determines appropriate, the Secretary may provide for adjusting 
payments for the practice expense component and for new payments to providers of services 
or suppliers, but in no case may the estimated aggregate payments for drugs under the 
revised system, including for additional payments, exceed the aggregate amount of payment 
for such drugs, as projected by the Secretary, that would have been made under the payment 
methodology in effect under section 1842, i. e . , 95 percent of AWP. 

The section also imposes a moratorium, effective for drugs furnished on or after January 
1, 2001, on any direct or indirect decrease in reimbursement for drugs under the current 
payment methodology until the Secretary has reviewed the report of the Comptroller 
General. See H. Rep. No. 1033, 106 th Congress, 2d Session 514 (2000) for iteration of 
section 429 in the joint explanatory statement. 

During this moratorium, i. e . , before completion of the report of the Comptroller 
General, HCFA notified intermediaries and carriers that while the moratorium prohibited 
lowering a payment allowance based on a change in methodology, e.g . , reducing a rate from 
95 percent of AWP to 90 percent or using an alternative source for AWP, the agency 
believed that it did not apply to any change in payment allowance resulting from marketplace 
factors. For example, if reimbursement was based on 95 percent of the AWP for a single 
source brand name product and a new generic form of the product should became available 
at a lower AWP, a new lower payment allowance based on 95 percent of the new lower 
priced generic would result. A similar reduction would result from a manufacturer lowering 
its AWP for a product as reflected in a subsequent issue of a carrier’s usual source of AWP. 
HCFA, DHHS, Program Memorandum Intermediaries/Carriers, Transmittal AB-01 -66 (May 
3,2001) 


Conclusion 

This memorandum has provided a chronicle of regulatory and legislative developments 
regarding use of the average wholesale price as the basis for Medicare Part B reimbursement 
of drugs that cannot be self-administered and are furnished incident to a physician’s 
professional service. The AWP appears in guides such as Drug Topics Red Book , Price 
Alert, and Medispan and is based on prices submitted to publishers by drug manufacturers, 
suppliers, and distributors. In 1 991 , the Health Care Financing Administration adopted a fee 
schedule for services of physicians, but chose not to include these drugs in that schedule. 
Instead, it decided to pay for the drugs themselves and require carriers to use a consistent 
method of payment. Prior to this time, some carriers had been paying for these drugs on the 
basis of estimated acquisition costs to physicians using the Red Book or other wholesale price 
guides while others used actual acquisition costs determined in carrier surveys. 

In June of 1991, HCFA proposed reimbursement at the rate of 85% of AWP based on 
studies of the Medicaid program by the Inspector General of the Department and Health and 
Human Service which indicated that pharmacies were receiving discounts of about 1 5% from 
the prices listed in the guides and on HCFA’s belief that physicians were receiving similar 
discounts. In November of 1991, HCFA modified its proposal to require, beginning on 
January 1, 1992, reimbursement at the lower of the estimated acquisition cost or 100% of 
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AW P. The estimated acquisition cost was to be determined from surveys of actual invoice 
prices paid for each drug, taking into account factors such as inventory, waste, and spoilage. 
Reimbursement for multiple source drugs was to be based on the lower of the estimated 
acquisition cost or the wholesale price defined as the median price for all sources of the 
generic form of a drug. 

Following a number of studies primarily by the Inspector General which indicated that 
Medicare may have been overpaying for drugs, Congress reduced the reimbursement rate to 
95% of AWP in the Balanced Budget Act of 1997. HCFA in 1998 issued regulations 
implementing this statutory change by eliminating the estimated acquisition cost as a basis 
for reimbursement and by clarifying that the allowed charge would be the lower of 95 
percent of the median generic AWP or 95% of the lowest brand AWP. 

Congress in the Balanced Budget Act of 1997 also authorized the Secretary of Health 
and Human Services, acting through HCFA, to diverge from a statutorily defined payment 
method if the Secretary found that such method resulted in payment amounts that were not 
inherently reasonable and to issue regulations to adjust payments by 1 5% above or below the 
rate set pursuant to statute. 

In January of 1 998, shortly after the Balanced Budget Act was enacted, HCFA, without 
issuing notice of proposed rulemaking, published an interim final regulation expressing the 
agency’s understanding of this expanded inherent reasonableness authority. Late in 1998, 
the agency reportedly attempted to use this authority to reduce payment for some drugs, 
including albuterol, which is used with a nebulizer for asthma and emphysema under the 
durable medical equipment (DME) benefit. 

Congress responded to this attempt in the Medicare, Medicaid, and SCHIP Balanced 
Budget Refinement Act of 1999 by suspending exercise of the inherent reasonableness 
authority until the Comptroller General, who heads the General Accounting Office, could 
conduct a study of the standards being used to determine inherent reasonableness. The 
Comptroller General in July of 1999 reportedly concluded that reductions based on inherent 
unreasonableness for some drugs were justified, but questioned the methodology that carriers 
used to collect pricing data for some drugs. 

The Clinton administration in 1999 reportedly proposed reducing reimbursement for 
some drugs from 95% to 83%. The HCFA Administrator notified Congress that Inspector 
General and Department of Justice studies indicated that Medicare was overpaying for drugs 
and that she was considering whether to base reimbursement on estimated acquisition costs 
rather than the AWP. In May of 2000, HCFA reportedly announced plans to use newly 
available AWPs for Medicare that had been developed for Medicaid by the Department of 
Justice and the National Association of Medicaid Fraud Control Units. It infomied carriers 
and intermediaries to use these new AWPs for 32 listed drugs, but not for 14 chemotherapy 
drugs and 3 clotting factors in September of 2000, but reversed this directive in November, 
two months later, saying that congressional action was anticipated. 

Shortly thereafter, Congress imposed a moratorium on any reductions in reimbursement 
levels in the Benefits Improvement and Protection Act (BIPA) and directed the Comptroller 
General to study reimbursement of drugs including the medical practice component and to 
report findings to Congress and the Secretary of Health and Human Services in late August 
or early September of 2001 . It also mandated that the Secretary should revise the payment 
methodology based on recommendations of the Comptroller General. 
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Selected HHS Office of Inspector General Reports 

Medicare and Medicaid Prescription Drug Reimbursement 

1992 through June 2000 

June 2000. Medicare Reimbursement of End Stage Renal Disease (ESRD) Drugs (QEI-03-00-00020 
6/00). This inspection compares Medicare payment amounts for end stage renal disease drugs with 
amounts paid by Medicaid and the Department of Veterans Affairs. The OIG found that Medicare 
allowed amounts would be nearly halved for 5 ESRD drugs if amounts were based on VA 
acquisition costs and Medicare would save between 5 and 38 percent for 5 ESRD drugs if its allowed 
amounts were equal to Medicaid reimbursement including rebates. 

June 2000. Medicare Reimbursement of Albuterol (QEI-03-00-003 1 1). This report compares the 
amount Medicare pays for Albuterol with (1) the amounts reimbursed by Medicaid and the 
Department of Veterans Affairs, and (2) prices available at pharmacies. The OIG found that the 
Medicare reimbursement amount for albuterol is almost seven times greater than the VA price and is 
almost double Medicaid's upper limit of $0.24 per mg. (Note: Prior to 1 998, HCFA based payments 
on milliliters, then changed to milligrams.) Prices at pharmacies ranged from a low of $0.24 per mg 
to a high of $0.48 per mg for a single box supply. At the median price of $0.38 per mg. Medicare 
and its beneficiaries could save $47 million per year. If adjusted to the Medicaid level. Medicare 
could save $120 million per year, and, if adjusted to the amount available to the VA under the 
Federal Supply Schedule, Medicare could save $209 million per year. 

November 1998. Comparing Drug Reimbursement: Medicare and Department of Veterans Affairs 
(QEI-03-97-00293) . This report compares Medicare allowances for prescription drugs with drug 
acquisition prices currently available to the Department of Veterans Affairs. The OIG found that 
Medicare and its beneficiaries could have saved $1 billion in 1998 if the allowed amounts for 34 
drugs had been equal to prices obtained by the VA. Medicare allowed between 1 5 and 1600 percent 
more than the VA for the 34 drugs reviewed. 

August 1998. The Impact of High-Priced Generic Drugs on Medicare and Medicaid QEI-03-97- 
00510). This report determines the impact of high-priced generic drugs on the Medicare and 
Medicaid programs. The OIG found that Medicare and its beneficiaries could have saved $5 million 
to $12 million for four drugs if 1997 reimbursement had not been based on higher-priced generic 
versions. Florida's Medicaid program could have saved half a million dollars for just 8 drugs in 1996 
if higher-priced generic drugs had been reimbursed at brand prices. 

May 8, 1998. Need to Establish Connection Between the Calculation of Medicaid Drug Rebates and 
Reimbursement for Medicaid Drugs (A-06-97-00052). The OIG recommended that the Health Care 
Financing Administration develop and submit a legislative proposal to the Congress that would 
require drug manufacturers participating in the Medicaid outpatient prescription drug program to pay 
Medicaid drug rebates based on AWP. The HCFA did not concur, stating that they did not believe 
such legislation would be feasible at that time. The HCFA did agree, however, that changing from 
the average manufacturers price (AMP) to AWP would reduce the administrative burden involved in 
the AMP calculations, and that they are planning a comprehensive study of AWP. 

December 1997. Excessive Medicare Payments for Prescription Drugs (QE1 -03-97-00290). This 
report compares Medicare allowances for prescription drugs with drug acquisition prices currently 
available to the physician and supplier communities. The OIG found that Medicare allowances for 
22 drugs exceeded actual wholesale prices by $447 million in 1996. That amount could have been 
saved if actual wholesale prices, rather than Average Wholesale Price (AWP) had been the basis for 
reimbursement. For more than one-third of the 22 drugs reviewed, Medicare allowed amounts were 
more than double the actual wholesale prices available to physicians and suppliers. The OIG also 
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found there was no consistency among carriers in establishing and updating Medicare drug 
reimbursement amounts. 

August 4, 1997. Medicaid Pharmacy - Actual Acquisition Cost of Generic Prescription Drug 
Pr oducts (A-06-97-0001 1). The OIG estimated that, on average, actual acquisition cost of generic 
drugs was 42.5 percent below AWP. Unlike brand name drugs, where reimbursement is 
predominantly based on a discounted AWP, reimbursement of generic drugs can be limited by 
Federal upper limit amounts that are established by HCFA. Taking the upper limits into 
consideration, the OIG calculated a savings of as much as S145.5 million in Calendar Years (CY) 
1994 and 1995 for 200 generic drugs with the greatest amount of Medicaid reimbursement in each 
year, if reimbursement had been based on the findings of this report. 

April 10, 1997. Medicaid Pharmacy: Actual Acquisition Cost of Prescription Drug Products for 
B rand Name Drugs (A-06-96-00030). The OIG estimated that actual acquisition cost was a national 
average of 18.3 percent below AWP. This estimate combined the results for four categories of 
pharmacies including rural-chain, rural-independent, urban-chain, and urban-independent and 
excluded the results obtained from non-traditional pharmacies. Using the results of its review, the 
OIG calculated that as much as $225 million could have been saved for 100 drugs with the greatest 
amount of Medicaid reimbursements in Calendar Year 1994, if reimbursement had been based on the 
findings of this report, 

June 1 996. A Comparison of Albuterol Sulfate Prices fQEl-03-94-00392) This report assesses the 
appropriateness of the amount Medicare allows for albuterol sulfate a prescription inhalation drug 
used in nebulizers. The OIG found that fifty-five percent of retail pharmacy stores charged less for 
generic versions of albuterol sulfate than the $0.43 per millileter that Medicare allowed. The generic 
drug prices that five buying groups negotiated ranged from 56 to 70 percent less than the Medicare 
allowed amount. 

June 1996. Suppliers' Acquisition Costs for Albuterol Sulfate (QEI-03-94-00393). The OIG found 
that suppliers paid an average cost of $0. 19 per millileter to purchase albuterol sulfate, while 
Medicare's allowed amounts ranged from $0.40 to $0.43 per ml during the 1 4-month period of 
review. Medicare could have saved $94 million over the 34 months if albuteral sulfate allowances 
had been based on the average of supplier invoice costs. 

May 1996. Appropriateness of Medicare Prescription Drug Allowances (OEI- q3 -95-0042Q). This 
report assesses the appropriateness of Medicare Part B allowances for prescription drngs through a 
comparison with Medicaid reimbursement mechanisms. The OIG found that under a drug rebate 
program similar to Medicaid's, Medicare would have saved 14.6 percent ($122 million) of its 
allowances for 17 drugs in 1994. Medicare could also have saved $144 million in 1994 had to 
program employed a discounted AWP drug reimbursement formula like many Medicaid States. 
However, the lack of a national drug code-based billing system would prevent HCFA from taking 
advantage of manufacturer drug rebates and other discounted reimbursement formulas. 

February 1996. Payments for Presc r iption Drugs Us ed with Nebu li zers (QEl-03-94-00390; 2/96). 
This report examines differences in the reimbursement methodologies used by the Medicare and 
Medicaid programs to pay for prescription dmgs, focusing on three inhalation drugs used in 
nebulizers (Albuterol Sulfate and Metaproterenol .4 and .6 percent). The OIG projected that if 
Medicare had revised its payment methodologies and implemented a rebate program (such as the 
Medicaid program has), Medicare and its beneficiaries could have saved $58 million of the $226 
million that was allowed for nebulizer drugs (excluding administrative costs) in 1994. 

July 7, 1994. Medicaid Program Savings Through the Use of Therapeutic al ly Equivalent Generic 
Drugs (A-06-93-00008 - Q EI-03-94-00080). Joint audit/inspection report. For just 37 high volume 
brand name drugs, the OIG estimated annual cost savings to the Medicaid program could be as much 
as $46 million if the reimbursement for those drugs is limited to the amounts set by HCFA for 
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equivalent generic drugs. The cost savings would become even greater in the future as the Federal 
patents on exclusive drug manufacturing of 60 highly used brand name drugs with more than $10 
billion in sales expire between now and 1995. 

April 23, 1992. Medicaid Drug Rebates: Improvements Needed in the Health Care Financi ng 
Administration ' s Procedures to Implement t he Medica i d Drug Rebate Program (A - 06-9 1-00 1 02). 
The OIG review identified 200 different drug codes in three states involving 22 different drug 
manufacturers where errors in the average manufacturers' price, base AMP and best price resulted in 
URAs being overstated. Also, some States did not successfully meet the July 30, 1991 billing 
deadline for billing manufacturers under the Medicaid drug program. 
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APPENDIX E 


Medicare Savings Based on Physician/Supplier Costs 



■mum 

m 

CATALOG- 

MEDIAN 

PERCENT 
SAVINGS* : 

m 

j 1 1 

KUSH 

Leucovorin Calcium, 50 mg 

$18.02 

$2.94 

83.7% 

$66,740,227 

$55,851,422 

WEBS 

Dolasetron Mesylate, 10 mg 

$14.82 

$8.29 

44.1% 

$46,647,272 

$20,553,758 

J 1440 

Filgrastim, 300 meg 

$171.38 

$144.30 

15.8% 

$47,893,675 

$7,567,748 



$273.03 

$229.90 

15.8% 




Immune Globulin, 5g 

$396.63 

$300.00 

24.4% 

$43,239,398 

$20,534,309 


Granisetron HC1, 100 meg 

$18.54 

$13.81 

25.5% 

$46,432,246 

$11,845,983 


Ondansetron HC1, 1 mg 

$6.09 

$5.49 

9.9% 

$47,721,885 




$243.56 

$223.26 

8.3% 

$112,916,846 

$9,411,283 


Sargramostim, 50 meg 

$27.41 

$23.13 

15.6% 

$23,533,251 

$3,674,656 


Acetylcysteine, per g 

$5.05 

S3 .38 

33.1% 

$35,908,222 

$11,874,600 

J7619 

Albuterol Sulfate, per mg 

$0.47 

$0.13 

72.3% 

$246,136,877 

$178,056,464 

VOPM 

Ipratropium Bromide, per mg 

$3.34 

$1.53 

54.2% 

$250,916,635 

$135,975,781 

D 

Doxorubicin HC1, 10 mg 

$42.92 

$10.08 

76.5% 

$27,831,805 

$21,295,351 


Carboplatin, 50 mg 

$101.37 

$87.79 

13.4% 

$116,254,013 

$15,573,932 

BEKtS3i 

Docetaxel, 20 mg 

$283.65 

$238.86 


$58,661,193 

$9,262,947 


Gemcitabine HC1, 200 mg 

’ 

S74.49 


$75,256,901 

W! 

3 

Goserelin Acetate, 3.6 mg 

$446.49 

$375.99 

■ 

$321,485,273 

$50,761,969 


Irinotecan, 20 mg 

$117.81 

$98.63 

16.3% 

$79,914,022 

$13,010,364 

J9217 


$592.60 

$499.03 


$620,102,889 

$97,912,635 


Paclitaxel, 30 mg 

SI 73.49 

$146.10 

15.8% 

ESBSBfl 


iBHIil 

Rjtuximab, 100 mg 

$420.29 

$353.93 


$71,072,780 

$11,221,751 

IBBflil 

Fopotecan, 4 mg 

S573.75 

$507.32 

11.6% 

$31,504,581 

$3,647,668 


Vinorelbine Tartrate, 10 mg 

$75.50 

S64.ll 

15.1% 

$24,325,270 

$3,669,733 


F.poetin Alfa, per 1000 units 

$11 40 

S 1 0.72 

6.0% 

$379,708,697 

$22,649,291 

K7 ”-:s 



|f|Bj||f§l 

$3,091,555,936 

*msm. 


To determine percent savings, we subtracted the catalog price from the Medicare reimbursement amount. We then 
divided this number by the Medicare reimbursement amount. 
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Estimated Medicare Saving; if Acquisition Costs 
Were Used for 1996 Prescription Drag Reimbursement 


f HCPCS 

Drag 

1996 

Estimated 

v Percent • | 

j Code 

% Description 

Allowances fe 

Savings J 

Saved ■ 

j^f J92T7 

Leiiprolide Acetate 

$577,547,780 

$104,365,435 

18% ] 

j: J7620 

Albuterol Sulfate 0.083% 

$175,399,846 

$92,199,355 

53% 

fcjsasii 

Paclitaxel 

$125,093,980 

$22,757,465 

18% 

if 19202 

Goserelin Acetate Implant 

$84,187,487 

$11,215,983 

13% 

| 10640 

Leucovorin Calcium 

$57,323,221 

$52,514,021 

92% 

I 19045 

Carboplatin 

$67,530,797 

$12,539,724 

19% 

! J1440 

Filgrastim, per 300 meg. 

$54,460,250 

$11,592,740 

21% 

O0t36 

Epoetin Alpha (Non-ESRD Use) 

$79,558,670 

$10,399,198 

13% 

y.J2405.' 

Ondansetron Hydrochloride 

$47,331,513 

$14,319,348 

30% 

| J1625' : !| 

Granisetron Hydrochloride 

$49,691,403 

$13,399,842 

27% 

11561 

Immune Globulin 

$35,104,622 

$24,808,622 

71% 

! 17670 

Metaproterenol Sulfate 0.4% 

$14,203,070 

$9,935,367 

70% 

31441 

Filgrastim, per 480 meg. 

$40,592,257 

$8,470,488 

21% 

J91&2 

Etoposide, 100 mg. 

$25,739,111 

$13,362,365 

52% 

19000 

Doxorubicin HCL, 10 mg. 

$17,410,833 

$12,480,751 

72% 

v J9Q3I 

BCG (Intravesical) 

$16,544,398 

$2,682,097 

16% 

J9181 

Etoposide, 10 mg. 

$13,381,243 

$5,909,155 

44% 

37672 Z 

Metaproterenol Sulfate 0.6% 

$6,595,854 

$4,805,175 

73% 

J9293 

Mitoxantrone Hydrochloride 

$14,522,607 

$2,712,6S0 

19% 

i 19185 

Fludarabine Phosphate 

$15,462,970 

$2,049,320 

13% 

W010i 

Doxorubicin HCL, 50 mg. 

$14,541,250 

$10,513,722 

72% 


Vancomycin HCL 

$8,234,140 

$4,213,709 

51% 



$ 1,540,457,302 

$447,246,532 

29% 


C-3 
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May 5, 2000 


The Honorable Donna E. Shalala 
Secretary 

Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 


Dear Secretary Shalala: 

I am writing to express my concerns over the excessive reimbursements that the Medicare 
program is paying for certain covered pharmaceuticals and other related products. Further, 
1 wish to learn what actions the Health Care Financing Administration (HCFA) and the 
Department of Health and Human Services (HHS) have taken to address this problem. 


As you know, the Office of Inspector General at HHS has issued a series of reports that 
have identified significant discrepancies between the prices Medicare pays for certain drugs 
and the prices that are available to private sector purchasers of these same drugs. In its 
December 1997 report, the Office of Inspector General (OIG) estimated that, in 1996 alone, 
Medicare could have saved $447 million by reducing the Medicare-allowed price for just 22 
drugs to the actual prices available in the private wholesale sector. The OIG also found that 
Medicare could have saved at least 40 percent of the current allowance for almost half of 
the 22 drugs, and 93 percent for one particular drug, by limiting reimbursement to the 
available private sector prices for those drugs. As you know, Medicare is supposed to pay 
only 95 percent of the Average Wholesale Price (AWP) of these drugs under Federal law. 

These findings are supported by additional investigative work that the Committee on 
Commerce has conducted. The Committee has written to several drug manufacturers, 
inquiring about the prices they charge to wholesale purchasers. The responses the 
Committee received confirmed that Medicare does in fact pay considerably more for certain 
drugs than the actual average price paid by such wholesalers. In addition, the Committee is 
continuing to investigate the practices of certain drug manufacturers relating to allegations 
that they manipulated the AWP of particular drugs in order to increase the sales of these 
drugs. I have enclosed for your review letters that the Committee has recently sent to 
several drug manufacturers regarding this investigation. 

The information revealed in the OIG report and through the Committee's investigation is 
particularly troubling. I firmly believe that improper expenditures in the Medicare program, 
whether due to waste, abuse or fraud, are unacceptable. In the time that I have been 
Chairman of the Committee, we have held numerous hearings that have sought to prevent 
the payment of such improper expenditures throughout the Medicare and Medicaid 
programs. As Congress considers ways to expand the scope of Medicare’s coverage of 
prescription drugs, it is essential that this Administration be able to assure Congress, the 
beneficiaries of the Medicare program, and the American people that it has done all that it 
can to prevent waste and abuse in the current limited Medicare drug program. 


The December 1997 OIG report contained several specific recommendations relating to 
actions HCFA could take to address this problem, including requiring all Medicare carriers 
to reimburse a uniform allowed amount for each HCFA Common Procedure Coding System 
(HCPCS) drug code. In response to this report, then-Deputy Administrator Nancy-Ann Min 
DeParle wrote to the Inspector General, indicating that HCFA had convened a workgroup to 
develop an electronic file consisting of the AWPs for drugs covered by Medicare. She 
further stated that HCFA would then distribute this file to Medicare contractors for their use 
in paying claims for drugs. 


To date, it appears that these efforts have not been implemented. The Committee has 
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learned that HCFA submitted a Request for Proposal to develop a solution to the problem 
of price variances between Medicare carriers, but no contract was ever entered into, and it 
does not appearthatthe issue has been resolved. The December 1997 OIG report noted, 
”{t]he rate at which physicians and suppliers are paid for drugs should not depend on which 
carrier providers bill." 1 strongly concur with this statement, and am deeply disturbed that it 
appears that HCFA has failed to remedy this problem in the two and a half years since it 
was first identified by the Inspector General. 

in her response to the OIG report, then-Deputy Administrator Min DeParle also stated that 
HCFA would pursue other "appropriate ways" to eliminate the markup for dregs billed to 
Medicare, beyond those legislative initiatives contained in the President's budget, I 
understand that a rulemaking was initiated, but never completed, to utilize your authority to 
adjust Medicare reimbursements that are not inherently reasonable. I wish to learn by what 
other "appropriate ways" HCFA has attempted to address the problem of excessive 
reimbursements for Medicare-covered drugs. Accordingly, l request that, pursuant to Rules 
X and XI of the U.S. House of Representatives, you provide the following information to the 
Committee no later than May 26, 2000. 

1 . Please identify all actions taken by HCFA to date to independently investigate and 
assess the accuracy of the AWP as a measurement of wholesale drug prices. 

2. Please identify all actions taken by HCFA to date to independently investigate and 
assess the discrepancies between the prices paid by Medicare and other non- 
governmental entities for Medicare-covered drugs. 

3. Please identify the other "appropriate ways," mentioned in then-Deputy Administrator 
Min DeParle’s response to the OIG report, that HCFA has utilized tc address the 
problem of excessive reimbursements for Medicare-covered drugs. In your answer, 
please describe ali actions that have been taken relating to these efforts. 

4. Please identify whether the electronic file, also identified in then-Deputy 
Administrator Min DeParle's response to the OIG report, has been developed and is 
now operational. If the electronic file is not yet operational, please identify whether 
other actions have been taken to insure that all Medicare carriers are now 
reimbursing a uniform allowed amount for each HCPCS drug code. 

If you should have any questions, please have your staff contact Mr. Charles Clapton, 
Committee Counsel, at (202) 226-2424. 1 appreciate your cooperation in this matter. 


Sincerely, 


Tom Bliley 
Chairman 


Attachments 

cc: The Honorable John D. Dingell, Ranking Member 


in ith"— 

■■ ■■■■■■■I 
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response.pdf 


deparie.pdf 
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September 25, 2000 


A so See T)le honorable Nancy-Ann Min DeParle 
R esponse Administrator 
Related Links Health Care Financing Administration 
200 Independence Avenue, S.W. 
Washington, DC 20201 


Dear Administrator Min DeParle: 


I am writing in response to your September 8, 2000 letter, in which you 
announced that the Health Care Financing Administration ("HCFA") 
provided new pricing data to its Medicare carriers to limit excessive 
reimbursements for Medicare-covered drugs. I wish to express my concerns 
about the way in which the Administration has proceeded with respect to 
this matter and how these changes will be implemented. In addition, I am 
writing to bring to your attention very troubling information uncovered by a 
Committee on Commerce investigation strongly suggesting that certain drug 
manufacturers may be deliberately inflating the reported "average 
wholesale price” for their Medicare-covered drugs -- upon which Medicare 
reimbursement is set - in order to increase the saies of their drugs. 

HCFA has known for many years that it was paying inflated prices for 
certain drugs, yet the legislative proposals made by the Administration to 
remedy the problem have been deeply flawed, in part because they ignored 
the rampant price manipulations in which certain drug manufacturers have 
been engaged. It was refreshing to see that, through your action, HCFA and 
the Administration have at least acknowledged that they have a 
responsibility to protect Medicare and America's senior citizens from 
indiscriminate price gouging on certain pharmaceutical products. Your 
actions also demonstrate that HCFA already possesses -- and indeed has 
always possessed - the authority to remedy this problem itself, without 
need of new legislation or any other Congressional action. 

I remain deeply concerned, however, over the actions taken by the 
Administration to resolve this problem, which seem more intended to 
generate favorable media coverage than to respond to substantive public 
policy issues. Specifically, I refer to the correspondence I received from 
Health and Human Services Secretary Shalala on May 30, 2000, declaring 
that new pricing information would be provided to Medicare carriers in June 
of this year. 

In subsequent meetings between my staff and HCFA representatives, it 
quickly became apparent that this announcement had been made without 
careful consideration of how these price changes would impact quality and 
access to care issues, and further that it would be impossible for HCFA to 
implement these changes within the time frame specified in Secretary 
Shalala's letter. I was hardly surprised, therefore, when I learned that HCFA 
had in fact failed to meet the Administration's own deadline. Obviously, the 
Administration had decided to declare a new policy without any meaningful 
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analysis beforehand. 

On September 8, 2000, I received your letter indicating that HCFA finally 
had issued new pricing information to Medicare carriers, which could then 
be used to establish more accurate reimbursement rates that would take 
effect January 1, 2001. However, your letter specifies that this new pricing 
information will mot be applied to certain drugs used in oncology and 
hemophilia treatments. As your letter also notes, payments for these "drugs 
constitute 30 percent of Medicare's expenditures for covered drugs and 25 
percent of the estimated savings that would result from any change in 
Medicare reimbursements. Yet, according to your letter, it has been 
determined that these particular drugs should be excluded from the 
proposed price change because of a conclusion by HCFA that "Medicare 
payments for services related to the provision of chemotherapy drugs and 
dotting factors used to treat hemophilia and similar disorders are 
inadequate.” If this problem does indeed exist, it is one that HCFA should 
have been aware of and remedied long before I first wrote to Secretary 
Shalala, rather than tacitly allowing an alleged cross-subsidization between 
drug reimbursement rates and practice expenses to continue to exist. I am 
particularly disturbed by both HCFA’s continuing failure to address this type 
of problem, and the practical consequences of such failure, which obstruct 
efforts to implement an accurate payment system for Medicare-covered 
drugs and cause further delay in giving financial relief to America's 
vulnerable Medicare beneficiaries. 

In your September 8, 2000 letter, you also noted that HCFA will continue to 
gather more information relating to the reimbursements for certain drugs, in 
order to further this inquiry, 1 wish to share with you some of the information 
uncovered during the investigation that the Committee on Commerce has 
conducted into the setting of reimbursements for Medicare-covered drugs. 
To date, this investigation has revealed troubling patterns involving certain 
drug manufacturers, which appear to have deliberately manipulated the 
spreads between the prices they charge to providers and the Medicare 
reimbursement levels that are set based upon information they provide. 
These spreads, consisting of extra Medicare dollars available to providers, 
were in turn used to create profit-based incentives for providers to use a 
particular manufacturer's drug. This evidence shows that, in many 
instances, Medicare reimbursements -- which are based under Federal 
regulations upon the manufacturer- reported Average Wholesale Price 
(AWP) - have little relationship to market-based prices, and have been 
used as a means to increase drug manufacturers' market share by 
providing improper financial incentives to health care providers. 

The information obtained over the course of the Committee’s investigation 
cumulatively demonstrates that the current reimbursement methodology for 
Medicare-covered drugs and HCFA's oversight of that program are so 
deeply flawed that they invite rampant abuse - allowing drug manufacturers 
to essentially determine, as part of their sales and marketing strategies, how 
much particular health care provider groups will be reimbursed under 
Medicare. As a consequence of these critical flaws, Medicare and the senior 
citizens, disabled individuals and others who depend on Medicare to pay for 
certain drugs have paid billions of dollars in inflated drug prices. 

As a result of what has been uncovered by the Committee's investigation, I 
am deeply fearful of proposals that rely upon an unreformed HCFA to 
administer an expanded drug benefit for all Medicare beneficiaries. Absent 
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significant reforms, such proposals can only result in the exponential growth 
of this type of abuse, with the inevitable loss of additional billions of scarce 
Medicare and Medicare beneficiary dollars. Such a course can be described 
only as reckless and irresponsible, given the rampant level of abuse that the 
Committee's investigation has uncovered to date in the limited drug benefit 
currently provided under Medicare. I support a drug benefit program that will 
help senior citizens pay the high costs of prescription drugs, but we must 
guarantee that the benefit will be structured in a way that does not result in 
similar price gouging of either the intended beneficiaries or the Medicare 
system itself. 

The Committee began its investigation into the setting of Medicare 
reimbursements for covered drugs over one and a half years ago. Over the 
course of the investigation, the Committee contacted numerous drug 
manufacturers and requested information and internal documents relating to 
their sales and marketing practices for particular drugs. Committee staff 
reviewed almost 100,000 pages of internal documents from drug 
manufacturers relating to pricing, interviewed several drug manufacturer 
employees, and have been in contact with State and Federal investigators 
to obtain information relating to their pending inquiries into drug 
manufacturer practices and reimbursement issues generally. 

By disclosing the inappropriate practices and other disturbing findings of this 
extensive Committee investigation, it is my hope that this information can be 
used to develop appropriate safeguards to protect Medicare and its 
beneficiaries from this type of abuse in the future. In order to further your 
efforts relating to this issue, I have summarized some of the information 
obtained in the course of the Committee's inquiries below, and attached 
several documents that shed greater light on the types of practices and 
abuses that the Committee has uncovered. 

Scope of the Problem 

Echoing the previous findings of numerous reports by the Department of 
Health and Human Services' Office of Inspector General (OIG), the 
Committee has uncovered substantial evidence that Medicare reimburses 
health care providers at prices dramatically more than what they actually 
pay for certain drugs. In fact, the Committee has identified prices that are 
routinely made available to many providers, but are far below Medicare 
reimbursement rates. These include 1 999 prices for Vancomycin, the Abbott 
Labs-manufactured antibiotic, which a health care provider could buy for 
$76.00, but for which the AWP upon which Medicare's reimbursement was 
based was $261.84. Similarly, in 1998 a health care provider could buy 
Gensia's Etoposide for $14.00, while the AWP used to determine Medicare 
reimbursement was $141.97. Also in 1998, Pharmacia-Upjohn's Bleomycin 
had an AWP of $309.98, but health care providers could purchase it for 
$154.85. In 1997, Pharmacia-Upjohn's Vincasar could be purchased for 
$7.50, while the AWP was a staggering $741 .50. (Attachment 1 ) 

Note: The attachment above and the attachments that follow require the 
free Adobe Acrobat Reader to view, (www.adobe.com) 

It must be stressed that 20% of these inflated Medicare payments come 
directly out of beneficiaries' pockets. In fact, in numerous instances, the 20 
percent co-payment paid for a drug by a Medicare beneficiary alone 
exceeded the actual cost of the drug to the health care provider, not even 
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including the 30 percent payment made by Medicare. For the chemotherapy 
drug Leucovorin, a Medicare beneficiary paid $4.36 in 1996, for a drug that 
his or her health care provider could have purchased for only $1,89. That 
same provider received a total combined payment from Medicare and the 
patient of $21.53. fAttachment 21 

In addition, larger provider group practices or businesses employing 
numerous health care providers often obtain further additional steep 
discounts, which are often provided in the form of rebates or free goods. 
Wholesalers also obtain additional discounts through the use of 
chargebacks, which reflect reduced prices made available to their 
customers. f Attachment 3) 

The Committee also has uncovered evidence that, in some instances, 
certain manufacturers have returned cash to health care providers 
purchasing their drugs, describing these questionable payments as 
educational grants, marketing grants, payments for data gathering or 
administrative fees, all of which appear to have been provided for the 
purpose of further lowering the actual cost for particular drugs and 
increasing the Medicare spreads. fAttachment 4) Many of these schemes 
are deliberately structured so as to not appear oh any invoice or other billing 
record. As a consequence, any efforts to use actual acquisition costs for 
drugs to determine reimbursement amounts, including the proposals made 
in the President's last two budgets, would fail to detect many of these deep 
discounts. 

In addition, the Committee's investigation uncovered a document containing 
a manufacturer’s claim that certain health care providers were using its 
competitor's drug to fraudulently increase their profits by using less than an 
entire dose of a drug, but billing Medicare as if" a full dose were 
administered, and then submitting additional bills for the use of the 
remainder of the dose. fAttachment 5) 

Setting and Marketing of the Spread 

Several drug manufacturers, in their initial replies to Committee requests for 
information, stated that they did not establish the amount of reimbursement 
provided by Medicare for their drags. However, documents obtained by the 
Committee clearly indicate that net only do manufacturers routinely report 
numbers upon which the AWP is set, but also some of these manufacturers 
are inflating the prices they report in order to artificially increase the 
Medicare reimbursements, and the corresponding profits available to 
providers based upon the use of particular drugs. (Attachment 6 ) 

The Committee has discovered evidence that strongly suggests that several 
drug manufacturers are deliberately promoting the sales of their drugs 
based on the excess payments for their drugs under Medicare, which 
constitute a direct monetary windfall for a provider. These excess payments 
are referred to by a variety of terms, including “spread," "return-to-practice," 
"return-on-investment,” or most explicitly "profit.” Manufacturers often 
prepare side-by-side comparisons of the spreads available on their drugs 
versus their competitors, which are then sometimes used to promote sales 
to providers. (Attachment 71 

These comparative analyses are often quite detailed, including estimates of 
potential profits available to a health care provider over the course of 
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treating a large number of Medicare patients. In one particularly egregious 
example, GlaxoWellcome marketed its anti-nausea drug Zofran by 
promoting the fact that a health care provider could make $84.59 in profit 
every time he or she administered that drug. Glaxo further estimated that 
the profit available for Zofran was $12.32 more than the profit available from 
a competitor product manufactured by SmithKIine Beecham, and that a 
medical practice that administered 165,000 doses of Zofran could earn over 
two million dollars of additional profit for that practice by choosing Glaxo's 
product. fAttachment 8 1 

In addition, the Committee's investigation revealed that manufacturers have 
carefully analyzed how their competitors' sales representatives were 
deliberately promoting the profits available from Medicare as a powerful 
selling tool. In some instances, these companies actually prepared written 
complaints about such efforts, although they ultimately decided not to 
forward this information to government authorities, possibly due to fears of 
exposing their own practices. (Attachment 9 ) 

impact of the Spread on Utilization Decisions 

The Committee's investigation also uncovered evidence indicating that 
manufacturers believe that the sales and utilization of their drugs could be 
hampered by smaller spreads, regardless of therapeutic benefit to patients. 
Documents from various manufacturers explicitly discuss how the profit 
available to health care providers appeared to be the primary reason why 
these health care providers were willing to administer the therapeutically 
equivalent but more expensive drugs of their competitors. (Attachment 101 

One manufacturer in particular was concerned that it would be very difficult 
to increase the sales of a therapeutically-superior second-generation 
product, because the spread on its earlier product was so great that health 
care providers would decline to use the newer drug, even though it had 
significant clinical advantages in treating patients. (Attachment 1 1 1 

The Committee's investigation also uncovered disturbing evidence that 
many health care providers may be making clinical decisions based more 
on the profit available from the use of a particular drug than any concern 
about a therapeutic outcome. The Committee reviewed utilization patterns 
of biological products in the State of Florida that strongly suggest that an 
exclusive focus on profit led health care providers to dramatically increase 
their use of a particular product - which previously had been rarely utilized - 
- after the State Medicaid program significantly decreased the 
reimbursements available for all competitor products. (Attachment 1 2) 

The Committee's invesiigation identified patterns of drug utilization based 
upon reimbursement that also may have frightening implications for public 
health. A review of utilization patterns strongly suggests that the use of 
vancomycin, the antibiotic of last resort used in treating otherwise deadly 
bacterial infections, may have dramatically increased as the result of the 
excessive Medicare spreads effectively created by Abbott Laboratories. 
(Attachment 13) Many expels believe that, as a result of such types of 
over-utilization, new vancomycin-resistant bacteria recently have emerged 
as a growing public health risk. 

In addition to the above-referenced documents, the Committee has 
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identified several other documents that relate to these same issues, which I 
have included for your review. (Attachment 14V 

Each of the examples cited above reveals how price manipulations by 
certain drug manufacturers -- as well as HCFA's failure to adequately define 
the statutory term "average wholesale price" to prevent such manipulations 
-- have caused Medicare to pay amounts far in excess of any reasonable 
estimation of a true average wholesale price. Proposals to reform the 
current system that continue to attempt to determine reimbursement based 
upon a percentage of AWP or actual acquisition cost are therefore doomed 
to fail, unless the types of abuses identified above are effectively addressed 
by HCFA through more vigorous oversight and improved regulations that 
ensure that prices being paid by Medicare reflect actual market-based 
prices, consistent with the intent of Federal law. 

It is my hope that, by sharing this information with you, HCFA will finally 
begin to give this issue the priority it deserves, and will work harder to 
eliminate these abuses and better protect Medicare and its beneficiaries. I 
request that you provide the Committee with a monthly report detailing 
HCFA's progress in addressing this problem. If you should have any 
questions regarding any of the information provided above or on any related 
matter, please contact me or have your staff contact Charles Clapton, 
Committee counsel, at (202) 226-2424. 


Sincerely, 


Tom Bliley 
Chairman 


TB:cc 

cc: The Honorable John D. Dingeli, Ranking Member 


Attachment 14 


14-1 1131 kb 
14-2 820 kb 
14-3 254 kb 
14-4 490 kb 
14-5 217 kb 
14-6 303 kb 
14-7 99 kb 
it? 694 kb 
14-9 228 kb 
14-10 386 kb 
14-11 527 kb 
14-12 1197 kb 
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14-13 5 kb 
14-14 122 kb 
14-15 575 kb 
14-16 20 kb 
14-17 16 kb 
14-18 36 kb 
14-19 129 
14-20 66 kb 
14-21 43 kb 
14-22 46 kb 
1 4-23 957 kb 
14-24 628 kb 
14-25 1575 kb 
14-26 231 kb 
14-27 40 kb 
14-28 872 kb 
14-29 534 kb 


Response ~| 

Response Not Received or Response Not Currently Available 

[Related Documents and Issues ‘ 1 

Oversight 

Medicare and Medicaid Fraud 
Medicare Drug Pricing Investigation 
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The Committee on Commerce 
2125 Rayburn House Office Building 
Washington, DC 20515 
(202) 225-2927 
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Administration Proposes Cut 

Of Markup On Outpatient Drugs 

The Administration's budget proposal for fiscal 
1998 eliminates the markup on drugs and fciologicals 
administered in physicians' offices ar.d reimbursed 
under the Medicare program. 

If adopted, the proposal would eliminate a major 
source of revenue for oncologists and, according to 
many observers, may lead physicians to administer 
chemotherapy in the hospitals, thereby actually 
increasing healthcare costs. 

Under the existing law. Medicare reimburses 80 
percent of the average wholesale price of a drug, and 
the patient pays the remaining 20 percent. Under the 
Administration's proposal, Medicare would reimburse 
8Q percent of the physicians’ “actual acquisition cost.” 

In materials circulated on Capitol Hill, the 
American Society of Clinical Oncology said the 
proposal is “unworkable and unfair,” and “may make it 
impossible for physicians to carry on their practices ” 

Under the Administration proposal, reimbursement 
would be the lowest of: 

a The physician’s actual acquisition cost. 

a The average wholesale price. 

© The median actual acquisition cost of all claims 
for the drug or biological for the 12-month period. 

The proposal defines the actual acquisition cost as 
•‘the physician’s... cost based on the most economical 
case size in inventory on the date of dispensing or, if 
less, the most economical case size purchased within 
six months of the date of dispensing whether that 
specific drug was furnishedio an individual whether or 
not enrolled under this part. The actual acquisition cost 
includes all discounts, rebates, or any other benefit in 
cash or in kind (including, but not limited to, travel, 
equipment, or free products)." 

Under the proposal, pharmacies could be paid 
“'reasonable” dispensing fees. 

In a critique of she proposal, ASCO said: 

—The Proposal Is Not Based on True Acquisition 
Cost. Although ostensibly basing Medicare payment o 
(Continued to page 2) 
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Insurers Are Eliminating Markup 
On Cancer Drugs, Official Says 

Health insurers are starting to eliminate the 
oncologists’ markup on chemotherapy drugs, a senior 
managed care company official said at a meeting of the 
National Cancer Centers Network, earlier this month 

“You are going to have to make chemotherapy a 
ccst-ncutral equation ." Lee Newcomer, chief medical 
officer at United HealthCare Corp. of Minneapolis, said 
in a keynote address at the NCCN guideline conference 
March 3. “1 will tell you that the industry is probably 
going io do this for you . 

“ Without [eliminating the markup on drugs], 1 really 
do fear that you are going to lose credibility withm 
organizations outside .” said Newcomer, formerly » 
practicing oncologist. “Employers are already bringing 
this up to me r What are you flding'aboiit oncologists 
who are making too much money QFHTugl^ ''' ” 

The excerpted text ofN ei wcom eFsTenmrss follows: 

“You need to go out and measure your performance, 
and you need to do it tomorrow . The only thing that 
makes you different from anybody else down the sneer 
is what you can come back and show me that you do. 

“When you [measure performance], a couple of 
things are going to happen- First, you are not going to 
(Continued to page 2) 
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ASCO Criticizes Administration 
Proposal On Drug Markup 

(Continued from page 1) 

on a physician’s acquisition cost, the proposal would 
actually establish arbitrary rules that arc only 
remotely connected to the acquisition cost of the drug 
being reimbursed. Actual acquisition, cost would be 
capped by a national median based on prices 6-18 
months old regardless of current market conditions. 
These rales would result in out-of-pocket losses by 
physicians. 

^-The Proposal Ignores Costs Incurred by 
Physicians. Even if acquisition cost were accurately 
computed, reimbursement on that basis would not 
cover all the costs. Additional costs include staff lime 
in procuring and storing the drug; the opportunity 
cost of the capital tied up in drug inventory; wastage 
and spillage; sales tax in several states; and unpaid 
coinsurance 

—The Proposal Would Create an Accounting 
Nightmare for Physicians. Drug companies may offer 
pricing that covers more than one product; there may 
be year-end rebates based on the amount of drug 
purchased; the purchase of one product may earn a 
discount on another product; free vials may 
accompany a number of purchased vials, etc. 
Physician practices are in no position ro son through 
these complexities and determine the cost of each 
drug, but if they make any errors in calculating the 
cost of a particular drug, they may be charged with 
making false claims. 
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— The Proposal Would Lead to Overall 
Inadequate Reimbursement. The current payment 
system for drugs compensates for Medicare’s gross 
underpayment for the administration service. 
Currently, the Medicare payment for the basic 
infusion service is only about $53 even though the 
direct costs (staff, supplies) of the service have been 
determined by Medicare ro be $ 1 02 and total costs 
(including rent, utilities, etc.) may be about $185. 
Until Medicare rectifies the payment amount for the 
administration service, physicians rely on the drug 
payments to cover their costs. If their costs are not 
covered, physicians cannot cany on their practices. 

* — The Proposal Would Be Anti-Competitive. 
Under the proposal, physicians would have no 
incentive to seek lower drug prices and 
manufacturers would have no incentive to compete 
or. the basis of price. Drug prices could rise as a 
result. Because of the adverse incentives of cost 
reimbursement, Medicare is moving away from other 
services. 

Hsalth Insurance Official Says 
Industry is Ending Markup 

(Continued from page l } 

like what you find. You are human. You are just like 
any other doctor out there. Your performance will not 
be good. 

"But then you know where to start. And you 
know what to improve. And you know what to do 
next.. . 

"At United Healthcare, wc have a concept that 
I call accountable autonomy. 

"I don’t want to be in the business of 
micromanaging. What I warn to do instead is say, here 
are the standards. This is what you need to get to. You 
get there the way that works best for you. It may be the 
NCCN guidelines, it may be something entirely 
different. It may be that you need to work with your 
hospital to become more efficient, 

"What we want to do is set the standards and 
set the rewards for meeting those standards and get out 
of the way. 

*T think these guidelines are too complex for 
the average practicing doctor. Maybe what they need 
to do is measure how well they do on five or three key 
points of those guidelines as a starting points. There 
are too many branches and trees out there that it would 
take a very sophisticated computer system to get ii all 
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done. You might be able to do that at NCCN locations, 
button probably aren’t going to get it our of the average 
oncologist’s office. 

"Today there is no extra incentive or financial 
payment for collecting data, but it is your key m staying 
in business five — swell, actually two-to-five — years 
from now. Because the people whocao come in and 
say, I can perform at an X level, and I have the data to 
prove it are the people who are going to be 
differentiated. 

“'Already, this year, we’ve gone to ali the 
centers in our network who do high dose chemotherapy 
with some type of hematologic rescue, and we’ve sex 
performance standards. For each diagnosis and stage, 
we said you have to hit this survival, and if you don’t 
we are going to find someone else who can. What we 
are interested in is performance; not production. 

“The second thing I’d ask you to do is become 
the personal care physician for the cancer patient- My 
fear for medical oncologists is that they are becoming 
nothing mare titan cliemotherapy technicians. When 
you look at what’s happened to oncology practices over 
the last five years, they’ve gone from being the cancer 
consultants to being chemotherapy givers. 

“My case managers are commg to me and 
saying that about Half my patients are dying within two 


the oncofogistsaylng, it’s time for palliative care. Let 
me give you good supportive care and pain relief. Let 
me get you into a hospice. Let me help you with those 
things that are now important ax this stage of your 
illness. Instead what is happening is they continue to 
get treated, and treated, and treated. 

“Apd more and more we are finding that the 
type of treatment you get is directly related to which 
doctor you see first If you are dealing with a cancer 
that has three options, surgery, radiation and oncology, 
what happens is you get surgery if you see a surgeon, 
radiation therapy if you see a radiologist, and 
chemotherapy if you see an oncologist. 

“I think the oncologist should be the gateway 
for these folks into all the rest of the healthcare system. 
But to do that, you have to remain the general consultant 
for oncology. 

•"The markups for chemotherapy medicines are 
getting to be so high" itmt the public W beginning to 


will see happening in my company and, I suspect, 
others, is that you will no langw be getting reimbursed 
at (Average Wholesale Price]. You will be gening 
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reimbursed at catalogue prices. The reason for doing 
that is to make this decision truly a decision made _ 
because it’s the ngkt 3uag to do; not because you have" 
a financial incentive. 

“You shouldn’t be making the decisions with 
the incentive that may not be the right incentive for 
you, 

“We are on a brand new horizon in medical 
care. We have not known it, but we have been going 
along with mediocre performance for a long time. The 
next decade is going to bring superb performance.” 

la other developments a? NCCN: 

— The Network which includes 1 5 academic 
cancer centers, presented its clinical guidelines for 
sarcoma, melanoma, and cancers of the brain, head and 
neck, bladder and the pancreas, as well as a guideline 
on the use of antiemexics. 

— Robert Young replaced Joseph Simone as 
NCCN chairman of the board. Young, formerly NCCN 
vice chairman, is president of Fox Chase Cancer Center. 
Simone is executive director of Huntsman Cancer Care 
Program. 


AOR, Immune* In Partnership 
On Studies Of Firm's Products 

American Oncology Resources Inc., (Nasdaq. 
AORi) of Houston, and Itmnunex Corp. (Nasdaq: 
IMNX) of Seattle have formed a Disease 
Management Partner Program, the companies said. 

According to the companies, the program is 
designed to improve cos; effectiveness of cancer 
treatment delivered by the AOR network. 

Under the agreement, AOR physicians will be 
involved in clinical studies of Fmmunex products, 
including a multi state study ofNovantron in advanced 
prostate cancer patients, the companies said. Immuncx 
will supply 5 cancer-rclated therapeutics including 
Leukine (sargramostim) and Novamrone (mitoxanirone 
for injection concentrate) as well as generic products, 
v o * 

Joseph Weifeid was named president and CEO 
of Affiliated Physicians Network Inc of White Plains, 
NY, a regional network of 120 physicians specializing 
in oncology 

Welfeld, most recently a consultant, is the 
former CEO of Ocean State Physicians Health plan Inc., 
and regional vice president of United Healthcare Carp. 

APN serves the New York metropolitan area 
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i ASCO Tells Medicare What Is Acceptable 


AiSXANP! UA, Va.— The American 
i Society of Clinical Oncology has laid ns 
cards Oft the able m die impending 
struggle oxer Medicare reimbursement 
for cancer drags and their administra- 
tion in WB office. 

; in a "white paper” posted on its 
i Wish site this month, ASCC concluded 
that practice expenses covered by 
j Medicare need to be revised to cover 
' shs true coats marred by physicians in 
providing chemotherapy services. 
ASCO also asked chat Medicare cover 
cognitive services as well. 

At the same time. ASCO agreed 
shat Medicare payment for drugs could 
fee based on government Surveys of 
| wholesaler selling prices, or on the 
existing average wholesale price system 
"as modified to limit the permissible 
\ , difference between actual selling price 
and published average wholesale price." 

In a Una in the sand on drug-cost 
reimbursement, ASCO proposed that 
three criteria were essential. Payments 
should be set at amounts that will cover 
the costs incurred by the vast majority 
; of oncologists and should not require 
! oncologists to altar their typical current 
procurement method of buying drugs 
from one or two wholesalers- 

Aj>y payment system based on an 
estimate of market prices should 


Imatinib Resistance 

frontpage l 

j In accelerated-phase CMU die pha»-2 
data showed a 69% hematologic response 
. lasting four or more weeks — an 
increase from the 63% hematologic 
response reported in February. About 
/0% at patients remain free of pr ogres - 
i sion to the blast cfjsu after a year of 
treatment, the company reported 
in blast crisis, the updated data indi- 
cate that 52% of patients had some 


include a 1 0% add-on to cover addition- 
al erug*relased costs, such as inventory 
expenses, bid debt, and wastage. 
Medicare should also pay state and local 
sales taxes and gross receipts taxes. 

ASCO rejected the concept of a 
system of reimbursing each physician 
for the specific costs incurred by the 
physician for drugs administered to 
Medicare patients, contending that this 
has serious defects 

Meanbile, Brian McCagn. executive 
director of the Wuhingtcri Cancer 
Institute, pan of 79 1 -bed Washington 
[O.C.) Hospital Center, was quoted this 
week ip Modem HtOlOtcare as summing 
up the issue btuntfy. 

"For mvy of the private-praojee 
oncologists, it* not uncommon where up 
to 50% of ther annual take-home pay can 
be wd directly back to the markup on the 
drugs they prescribe in their cancer prac- 
tice." the magatino quoted McCagh. a far- 
mer president of the Association of 
Cancer Executives, as saying. '‘How much 
longer will HCFA allow us to buy some- 
thing far'' St (do llars) anTTiry to s eC iffor 
jhree or lour (times) Eretroa}|y,HCK&. 
"and managed-eye organizations will crack 
down on this, and the question a just 
how much will they chip away at those 
margins:’ 


hematologc reaponss, with 29% show- 
ing a sustained response for at least four 
weeks — up from the 26% reported in 
February. 

And 65% of the patients who had 
achieved a hematologic response in she 
blast cruis phase have maintained it for 
six months Or more, an estimated medi- 
an duration ot response of 8.3 months. 
For tr.e entire Blast crisis cohort, irre- 
spective of response, the median sur- 
vival race r* seven months, vs. three to 
six months for historical controls. 
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